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October 2 1.2003 

Dr. Stephen Surtdlof, Director 
Center for Veterinary Medicine 
U.S. Food and Drug Administration 
7500 Standish Place 
Rockville, MD 20855 
Fax: 301,~827-440.1 

Re: Compliance Policy Guide on Compounding for Animals 

Dear Dr. Sundlof: 

Please consider withdrawi,ng-this m-challenged policy and rewriting it with input from those. 
i,nvolved. such as veterinarians, compoun.ding pharmacists, and pet owners. Compounding for 
humans from bulk activqxhamtaceuticals has .been an accepted practice for years, and to 
disallow this for non-food animals is very problematic and will warrant much investigation on 
underlying reasoning. 

We are involved with many top notch veterinarians across the country, .have a vet consultant. 
on staff, and we are b,ighly respected in our knowledge of vet medicine. This ruling certain1.y 
is very disconcerting far not only us, but .our.clienW 

I am anxious to hear your feedback on this issue which, to this point, has had no pub\ic 
discussion. 

Compounding.Specialist, ApothXure, Inc. 
bbishop@aDothecure.com 

cc: Mark McCIelland,.FDA Commission 
US Senator Kay Bailey Hutchison (R-TX) 
US Senator John Comyn (R+‘T’X) 
US Representative Pete Sessions (R-TX 32”d) 
State Senator Florente Shapiro {RG) 
State Representative Ken Marchant (IX- 11.5) 
L.D. King, JAtY Executive .Director 

&3Oth~cure. Inc.14001 McEwm Rcucl. Sulks 1 OO/D&ac, Texas. 75244 @A 
972-960-6601 I 1-800-469-6601 /FAX 972-960&‘21 



October 2 I,2003 

Dr. Stephen Sundl,of3 Director 
Center for Veterinary Medicine, 
US. Food and Drug Administration 
7500 Standish Place- 
Rockville, MD 20855 
Fax: 301.-827-4401 

Re: Comptiance Policy Guide on Compounding .f~r Ahim& 

Dear Dr. Sundlof: 

Please consider withdrawing this un-challenged policy and rewriting .it with. input from those 
involved, such as veterinarians, compounding pharmacists, and pet owners. Compounding for 
humans from. bulk active pharmaceuticals has been an accepted practice for years, and to 
disallow this for non-food animals is very problematic and will warrant much investigation on 
underlying reasoning: 

We are involved withmany topnotchveterinarians across the country, have a vet consultant. 
on staff- and we are highly respected in our knowledge of vet medicine. This ruling certainly 
is very disconcerting for. not o& us, but OI.K ~Jknts~. 

1 am anxious to hear your feedback on this issue which, to this point, has had no public 
discussion. 

Sheri Bedell, RPh 
Staff Pharmacist, ApothKure, Inc. 
sbedelJ,@aootbecure.com 

cc: Mark McClelland, FDA Commissioner 
US Senator Kay Bailey Hutchison (R-TX) 
US Senator John Comyn (R-TX) 
US Representative Pete Sessions (R-TX 32cd), 
State Senator Florence Shapiro (R-8) 
State Representative Ken Marchant (R;l I@ 
L.D. King, IACP Executive Director 

ApothK.uce. hc./4001 McEwen Rocfci.. Wte.1 rXXki!las, Texas.75244 -b(sA 
972-960-6601 I l-800-969-6601 /FAX 972-960-6921 
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/ 

DR. 

f 

EPHEN SUNDLOF, DJRECTOR\ 
CEN ER FOR VETERINARY MEDICINE 
U.S. OOD AND DRUG ADMINJSTRATION 

ON PHARMACY 

COMPOUNDING P~~~~~~~T~~V~T~RINAR~~~MD~~IN~~~PR~~~N~PE WP 
FOR NON-FOOD GRADE AN 

THAT ARE VERY DE’I: 

__.- ‘---..,‘---.-Y.-‘.Uul.~U.“PYLIU.=-. -4 

_ ^- .I-. YOUR AGLNCY HAS SEVERAL ISSUES AT _^_r_ 
RIMENTAL TO MY COMPOUNDING BUSINESS, 

k J. 
ALL 

THE CVM JsSUED THE COMPLIANCE POLJCY GUIDE (cPG) IN FJNAL FORM WITHOUT 
WING OPPORTUNITY-FOR-COMMENTS: TJHS JSJN~vJOhTJONOF THE FDAGOOD 

CUID CE PRACTICES. MANY REQUIREMENTS OF THIS CPG APE EXTREMELY PROBLEMATIC 
AND ESERvE A COMMENT PERJOD. 

2. FDA’S PROHJBITION IN THE CPG ACAJNST COMPOUNDJNC FROM BULK ACTJVE 
MACEUTJCALS IS EXTREMJZLY RROIFLEMATJC.‘ XT IS ESSENTIAL’THATPHARMACJSS BE 
WED TO COMPOUND FOR NON-FOOD PRODUCJNC ANIMALS FROM BULK CHEMICALS. 

EQUESTJNG -J-H.,%7 THE FDA WITHDRAW THE CPC AND JJEJSSUE 1T JN DRAFT FORM TO 
PATIENTS THE-OPPORTUNJTY TO COMMENT ON 

MAR+ T. SMITH, RPH. 

CC ARK MCCLELLAN. 
A COMMISSJONER 

S N. EJINBST F. HOLLJNGS 
S N. LINDSAY GRAHAM 

i 

P. JOE WILSON 
P. JAMES CLYBURP( 

J CP 



Dr. Stephen Sundlof, Director 
Center for Veteriwr-y EAe&ine. 
U.S. Food and Drug Adtinistration (HFV-I > 
7500 Standish Place 
Rockville, MD 20855 

Dear Dr. sundluf: 

As you know, your agency- recently issued-a Cmplimee PO&y Guide on compotmdi~, 
for animals that disallows aI1 compomding Tom bulk p&maw&al ingredients. : 
Unfortunately, it also inc-Irrdes.-ti zm&md animals. I don’t&me to remind you that t&q, 
policy is mm-e xedctive than yuux own agency’s policies governing comp0unding for 
human patients. Further, it wag- issued-in fml form, w%out any apportrmitpti- 
cmqents. 

As compounding pharmacists+ we a~ asking you-to rescind this and reissue it in-d&. 
form, as this wou1.d allow adequate time for comments from compounding pharmacists, 
veterinarians, and paGents-. 

P oc Gailucci, RF% 

cc: Dr. Mark McClellan, FDA Commissioner 
Senator Kay &t&y-HutchinsoR 
Senator John Comyn 
Representative Pete Sessisns- 
L. D. King, Executive Director IACP 



nRwrOL, CT 04090 

25 CoIhm Road 
860 589 5587 

57 South Street 
B6Q 583 7008 

ZasT WAVPN,  CT OS8 13 

875 Fox00 Road 
203 467 1642 

NLW L)RITAIN, CT 96983 

543 West  M a m  Sweet 
860 225 6487 

RoCKVJLLh, CT -046 
40 wed Mean stwet 

860 875 9263 

8OVTHlNGTON; CT 04468 

340 North NlaK, StWt 
8606283972 

TLRRYVILLE. CT 047116 

20 t MaIn Street 
060 585 5158 

W$iTLRlsVRY, CT oa7os 
2  162 East Ma!n street 

203 755 7222 

WILi lMAWTlC, CT 06224 

972 Msm Street 
860 423 1410 

WPILNSTSD. CT 99999 

2Qd Maln Street 
8607362506 

k#avjng just spent a sicpifbri i sum of- money on training to.. 
become a compounding pha( bacist, the new Compl iance Policy 
Guide--(CPG) issued-@.the ti/Ms  Center- of-Yetetkaq Me. 
(lx&?) is 8  d%vast2tt ing bfow. : 

CVM issued this CPG in m iafl lfom wmout muwing appomfilty  
fbr comments,  in vioiation of /-‘DA Good GuictsmeR Practices: I 
Many requirements of this Cd b are. extremely~ problematic. and 
deserve B comment  period b4 pore being put into effect. 



T-543 P !!Ul/!f.Q F-m 

COMPANY. 1 NC. 

v tG3s no basis in taw. 
i hjndermines the &ho&y of l icensed vetefharti: 

.? swmes pet owners do not have th e abi!St;r to make rational decisions: 
%%xes- drug research in non-#+d pmducing anim&i -(CP-GVM does 
~2 alkw for 1NDs from buk active pharmaceuticals). 
% % -~ates the -traditiomt pharmacist rofe in providing cost-effetitive 
~:~~~kabie cures to veterinarians who are respnsible for the treatment 
:r: :he unique ailments of non-food producing animals. 

+3~ many of the peopk who created the CPGYM tiuiy tinderstand the 
iletetinarian ccmqmmding fEedi in ihe daiiy opmion of a zoo? 

t; +-w many of the people who created the CPGVM understand the 
~ixxpounding needs of veterinarians dealing with the unique infections 
;t racehorses in South Florida during the. rainy.seasorQ 

P i-iow many of the people who created the CPGVM understand the 
doterinarian compounding ms ti a Se& Rescue -CeWrin So&hem 
:-, arlfornia? 

* ; cwld go on and on andori.. 

‘ioil ~haiie chosaf to ignore the ‘requirement for public comments in .- ” ., I -II+:~: tl,i !he XX’s own Good Guidance Practices. The FDA as a whole .._ 
w-)&* ‘- Y W { hard with the industry it regulates to provide accurate, impartial 
.~~i:~:xnatror! and regulations.. Your actions and the. actions of your staff- 
,.:;: ,;i ; ati the integrity of the FDA and ail hard working FDA employees. 

.hwi!Eq 

MEDICAL 

PRODUCTS 

DtsTRlm- 

800.854.7220 IN us 

TCLZ 714545.2491 

FAX, 714.540.5614 

Wk i-~frq 



1-343 P uumlDz WmJ 

‘@  
i request that you WITHDRAW the cxment bird and ii!. thou@ , 

CPGViMi prior to its implementation and repiace it with a Compliance 
Policy that is formulated with the best inte~e&~ of- the- peopb and-h.. 
government 

By utiiiziw-the FDA Good Guidance PraCtiCeSi (with pubii~ cw”me% 
you have the ability to create industry standards that make sense to both the 
regulators and the ff?Q~~f&ed-. You have the moment in hand to -make a -gre&. 
contribution to veterinary medicine, pharmacy and thousands of pet owners.. . 
lets do it ri@ t. 

Sincerely and Respectfully 
McGuff Company, IIU-L 

cc: Mark McClellan, FDA Commissioner 
cc: Sena?or Dianns-Feins!&?.~ 
cc: Senator i3arbara Boxer 

0 

cc: Congressman Dana-Rohrabacher. 
cc: International Association of Compounding Pharmacists 

2. 



. ..- -- 

a cc: Mark McCielian, FDA Commissioner 
cc: Senator Ben-Nighthorse-CampbelL. 
cc: Senator Wayne Aitard 
cc: Representative Bob- E3eauprez 
cc: !ACP 



Dr. Stephen Sundlof, Dtiector 
Center for Veterinary &dicine 
U.S. Food and Drug Administration (HFV- 1) 
7500 Standish Place 
RochfilIc, MD 20855 

Des- Dr. Sundiof: 
My name is Kelby D: Gorrnzm and I arrr a .uqxm~&~ pbarmx& ti Sintbb, TX 

I am writing to you because of concerns i have with the new Compliance Poiicy Guide 
(CPG) recently issued- CVh4 issued this Cori~ph’ance PoIidy Guide in fina! form without 
allowing opporLu&.far. comments, in-violation of ERAGaul Guidance Practices&any 
requirements of this CPG are extremely problematic and deserve a comment period 
before being put into effect. FDA’s prohibition in t&&PC; against compounding f&, 
bullc active pharmaceuticals is extremt!y pr~blemadr II is essential that pharmacists he 
allowed to c#mpuund-forP~--h~-p * lirDmbuilc chxlga mw 

1 amwriting.to ask-the FDA to withdraw the CPG and reissue iI in draft formto 
allow for pharmacists, veterinarians, and patients lo comment on its provisions before it 
is implemented. Please take these concerns-of mine into conside~&~~. 

Kelby D. Go- R.Ph; 
101 W. Simon Sueet 
Sinton, TX 78387 
8tM-134-24 13 
361-364502a” (fix)- 
www.moorespharmacy.com 
Vice-President 
MOON3 PHARMGCY 

KDG:hnm 
cc: MaFk. McCleltan, FDA. Cornmisti 

Sen, Kay Bailey Hutchinson 
Sen. Joti Cornyrr 
D dp. Ruben Hinojosa 
IAC? 



septemberr-2q2003 
Dr. Stephen Sundlof, Director 
Center for Veterinary Medicine 
U.S. Food and Drug Administration (HFV-1) 
7500 Standish Place 
Rockville, MD 20855 

Dear Dr. Sundtqf: 

I recently became awamof the U.S. &o&and-Drug Adn&&xationfFDA)-Center for Veteainaq 
Medici&s (CVM) rash introduction of a Compliance Policy Guide(CPG) on compounding for 
animals. X understand that this policy disalbws all compmndi@%onx~$ha.rm?xeuti4. 
ingredients. Thig is a standard that is muc h ;?i,ore restrictive than FDA’s policies governing 
compounding for human patients: 

I am conned-abut this policy- for many reasons-the firs-‘being-&t CVM -issued this CRG iu 
final fo-rn~ without al!!owing opportunity for comments, in violation of FDA Good Guidance 
Practices. M&ny rquiraents af tkkCI)G ,F,EIZ~+~W~ and~deserve a comment, 
period btfore being put into efkc?. FDA’s prohibi?ion in t!!s CPG against compounding from 
bulk aciive phsJinacists is ag&~ex@em& IXX&$ZE&~. B-is essenWth& phzmz&x KEY 
allowed to compound.f&xnoG&d pducing aGmals I?om bulk &xg substances. 

I am asking that the FDA withdraw the CPG and reissue it in cirafi~rm to allow pharmacists, 
veterinarians~- and patiems to-c.fxnment ~-it3 -provisions beforeit- is implexnented. 

Sincerely, 

Owned ph 
f Family harmacy 

(253)839-3 1 oo- 
cc: Mark Mcleflan, FDA Comm., cc: Sen. Maria Cantwell, cc: Sen. Patti MFay, 
cc:Rep. Adam Smith, cc: IACP 
ab 



Sept. 29.2003 

Dr. Stephen Sundk$ Director 
Ccmer for Veterinary Medicine 
U.S _ Food an&Dr(ug 
7500 Standish Place 
Rockville; MDZq55 

Dear Sir; 

I have noted That CVM- has issueda CPG, Ihar- will not atlow Pharmacist-in+hc. 
U. S. to compound prescriptions for animals. This is probably a good idea for 
food animals. but is a bad-idea forfamilypetr: I-have a number efcusroman, 
who have cats as family pen. As you probably know cats rue very hard IO dose 
orally. 1 have-tq?nake their lhyoid medicine intoa gc~-f~mw!a 10 he. Mb&d, 

into their ears. If i am not allowed fo continue compounding these prcscripiions 
these cafs- may die, because the owner can~o~ get the tiqroid medic& &uq 
them oraliy. 

Please withdraw the CPA-and reissueit-in-&@ f&m to-aHow pharmae-isc, 
veterinarians, and patients lime IO address this issue. 

Thankxyou. 

Charles-W. Pea\.KPh 

cc: Mark McCelellan, FDA Commissioner 
cc: Senator Miteh McC 

=P cc: Senator Jim Bunning 
cc: Representative-Ernie Fkfcbw 
cc. IACP 



September 30.2003 

Dr. Stephen F. Sundiof Din&q 
Center for Veterinary Medicine 
U.S. Fo& and Dq Admini~ation fwrU- 1) 
7500 Standish Place 
Rockville, Maryland 2Cws.5 

Dear Dr. Sundlof 

A. The Center For Vetetinery Medicine @YM) issued rhis Compliance Policy Guide [CPG) in Sinal 
I. titb~ without 4oGng o-unity fbr comments in-violation ofFIN4SoofXuidance Pfacti 

,. -Many requirements of this CPG are extremely problematic and deserve a comment period before 
‘&jngput.irttO &f&t- 

., ” ,’ .&, R&Vsqrohibition in this CPG against compounding from bulk active pharmaceuticals is 
FxW~~W& pfobkmatk. ,I It is eL+ential-that-phanmtciJa be-allowed to compound for non+&, 

,.,,I ,,’ ‘. ,,>.‘, ‘I ,&b&$& animals from hulk drug substances. 

I?& FE&muld-withdraw th&PG and-r&s&t irr dr&fixm so-that pharmtciists, ve!erinarians nd 
‘@tie&s are able to comment on its provisions prior to it* implementation. 3 

cc: Mark McCneiian. FDA Commissioner 

CC. Sen. Dick Lug;rr, Ssn, Eva.a.Bayh. Rep. Pete V&loJkjl 

Cc: lACP 



September 30,2003 

Dr. Stephen Sundiof, Director 
Center for Veterinary Medicine, 
U.S. Food and Drug Administration (HFV-1) 
7500 Standish place 
Rockville, MD 20855 

Dear Dr. Sundbf 

This letter is in regards-to the issuance of a Compiianca Policy Guide that would disallow 
using bulk pharmaceuticai ingredients to compound medications for non-food producing 
animals. The Compliance Policy Guide was issued in final furm -and no opportunity -was 
available for comments by pharmacists, veterinarians, or patients of non-food producing 
animals. Many aspects-of this policy guide are very problematic for.all parties involved 
and require some input before it is set in stone, 

Please withdraw the Compliance Policy Guide and reissue it in draft -form to allow time. 
for comments and possible corrections. 

Thank you, 

Justin J. Meyers, Pharm D Student 

cc: Mark McClellan, FDA Commissioner 
cc: Senator Arlen Specter 
cc: Senator Kick Santorum 
cc: Representative Joseph Hoeffei Iii. 
cc: lACP 



September 30; 2903 
‘Mulberry Pharmacy Inc 

PO Box 767 
1009 Nonh Church 
Mulbeny FL., 33%eo 

Dr. Slephell Stmdbf, Ixiector 
US Food and Drug Asnin;rtr~~~l) 

7500 !3ttish Place 
Rvckville; MD 20$55 

This Iotter is to inihrt yov vf my wnc8Fn wi&-thcCw~Go~isrrc3t Pvliq Gukle (CPG); k-was brought trrmyattwtioa 
that this was issued ia a Sod form witbout any vppvrtuniti~ for comments, in vidation of FDA Gvvd cuidance Practices. 
Many requiremellts of tbiKPG rre cxlretnely prvbhatic RIK-debervtam pSifMl befhb&g@lt imv practice. 

This practice would dienltow compounding phutnecies to make many compvunds fbr OUT aaimrl patients. Currently. by 
using bulk agents, we IWC &e to &live It qWity eqxmnd&~es&pt~ for kh-ti@ee: Your JEW pvbhq 
would incmasc the price va medicines to anittmh by forciag bvth the cvmpvurxh~ phMnacy and vettninafi8n to buy iv 
small units, or by educ.irtg eompeticiatt by Jlowingoniy cvmmer&4manuf~rarslbc &itity.to make medi&vv&x 
nvnhvd pvd~~ing animpl~ (and tbc trek record for HI& muiicativnm arc aby~~~& the tnnndkwrers routinely drop the 
production of vettwinuiae pfvducts~j. 

By atacting this CPG you art cescttti~J!g dephv&tJ~ compvtmdia~~ pbm- frem e inte@ pw -of-it’s m and. 
denying and resttictii a patient and owner the ability to fiwly choose to get tbcir prescription filled at a lvcnl cotnpvund- 
illg pitiumaq, rswdl reincrtpajy.~-p~vfMy.acw.ntcdi~tt. huarealsv~~av~anffomcbvo~ 
unigus medications and ddivery systems fh his animal patients. 

~adcthat~R3Awithdrau,tbeCPGPndr~~it.indrrA.farmto.clllowEoZ.pharnucists,u~~ Md pattito 
comment vn it’s provisions b&xc it ir implemented. 

cc: Mark McCkll~, FDA C- 
cc Smetor Bob olaham, Senator Bii Nelson, Repreamtlrtive Adam Putnam 
cc. L&w 



September 29,2003 

Jr, RPtt. 

Phone: 352-357.548s 
Fw xi?-S?&SOS 

E-maW: flqph@aoI.com 

Dear Cr. Suiidlof, ’ 

i am writing you today- in- regtmisto -therecent&ssued CfampfianQeSrrllcp Gu.ick 
(CPG) that prohibits compoundiig from bulk active pharmaceuti& and our 
ability, as pharmacists; tc~par&$a~with-veterjn&u~sint&e care of- non-, 
food producing friends. 

I understand from my conqectjon with the Intern&o4 ksocktion of 
Compounding pharma&s-(&A@) that thi&~6-was-issued~out~ 
comment period described in the FDA Good Guidance Practices. 

In my practice as a corn-pounding pharmacist, I work with hxal vets to solve real 
problems from hyperthyroidkn in catzrkr~i~ dogk - Final dix+ forms. 
are important for compliance and bioavailabi!ity. To prohibit the use of bulk 
substancesfrom come ~~p%arma&#s isa sQq+a&ii.ti &care 
‘provided to xxon-f&d poducing anhri& 

i am as’king for the FDA to withdraw the final CpG Bnd reikue it in drank form for 
comment by pharxnack~, vem anc+ownnb&re final‘ 
impkmentatiorr. I wou!d happily vohmteer to help in th;e comment period to 
father describe what I do w 6t compoun&ngpharmx5&; 

Thank you for yourtiqe. 



September 30,2003 

Dr. Stephen Sundiof, DireFor 
Center for Veterinary- lvWl&e. 
U.S. Food and Drug Administration (HW-9 ) 
X00-StandishPlace 
Rockville, MD 20855 

Dear Dr. Sundlof, 

1 am writing because i am conc9med about the FDA’s veterinary compounding 
Compliance -P&q.-Gtiide(GPG) and theeffe&s-this-wllf-h9ve on the abilityto 
provide proper medicinal treatment for animals. The FDA issued this CPG in 
final form withouWuwirqthr-qqrot&&~-f~~~~~par@e:~ 
know most about the issue (compotinding pharmacists, veterinarians, and pet 
owners). This wasdfimeittM#msfFDit~-~P~ 
altow for the oomment per!od. 

ihe FDA- has SdkLthat medications- cannot be made from bulk ingredii 
for animals. This makes no sense whatsoever. As a pharmacist, i make 
medications-ev.w-dm for p9opteoutoI hfdlk ing.mdier& L.w n.n.reaqon 
why I should not be allowed to do the sams for non-food producing 
anima!s. Furth9mW~Rk:~th~ t&5Ww&+5-&+&s~ 
in many instances, itis tha or@ treatment.option.availabte for pets. 

The FDA shouid, according to it’s own Good Guidance Practices, withdraw the 
CPG and,reiss#it-ia-~~fomr-~.a~for-~~~- & pet 
owners/advocates to mmmen? or? its provisic?& befor it is implemented. 

Amy We, PiiarmD. 
Pharmaq Manager 
North Oak Pharmaoy-and~W9ilnessQnter 
4260 N. Oak Trafficway 
Kansas. CiQ; MO 64lW 
8 16-453-l 050 
Fax: 816-453-32Q2, 

CC: Mark McClellan, FDA Commissioner 
Senators Kit Bond-and Jim T&en% 
Representative Karen McCarthy 
insiitute for the-Advancement of~&mmunitit.Pherm~ (?ACP) 



Phone: (402) 371-3444 
Pax: (402) 371-3566 

e-FM* F+tk~~coirn 

September 30,2t.?O& 

Dr. Stephen Sundlof, Director 
Center for Veterinary Mediibte- 
U.S. Food and Drug Administration (HFV-I) 
7500 Standish P+ce 
Rockville, MD 20855 

De? Sir: 

We are a local pharmacy providii extemporaneous wi:af m-fey theveler~s 
in our area when a commerciat product is not available for the specifkz animal’s nead. I understand that 
the U.S. Food and Drug Administration Center for Velerinwy- tvlediicine~ (CVM)~ recently issue&a; 
Comptlance Policy Guide (CPG) on compoundii for animals that dialtows all compounding from bulk 
PW ingredients. a standard that is much more restcicfive.~ FDAs.pdi~.gw~ing, 
compoundiig for human patients. CVM issued this CPG in finat form without atlowing opportunity for 
comments, in viotation d FDA Good Guidance Practices. Many requirements of this CPG.are 
extremely probfematic and deserve a comment pa&d&&m being put into effect. 

FDA’s prohibition in this CPG against -pounding from bufk active pharma.ce&z& is extrem 
problematic. it is essentii that pharmacists be atlowed to compound for non-food producing animals 
from bulk drug substance. I have compounded mediitions. for cats and dogs -to control.- their. 
symptoms when a commercial product or strength was not available (e.g. potassium bromide for 
seizures in a dog; c&pride 2.5mg capsutes for a cat, etc.) 

I am askii the FDA to withdraw the CPG and reissue it in draft from ta alto\w for pharmacists, 
veterinarians, and patiitstocanment on-its provisions betide it-is-imptemented. 

Smcerety, 

Kim Kortje; Pl-iqrmD 
co-owner 
Cc: Mark McCtetlan, FDA-Commissioner; tACP 
Cc: Senators Hagel & Nelson; Rep. Bereuter 



, 
November 13,2003- 

Dr. Ste@hcn Sun&f, Director ’ 
Center for Veterinary Medicine I 
U.S. Food and Drug -Administration . 
7500 Standish Place- ’ 
Rockville, MD 20855 I 

8 I 
_- 

. D&u Dr. Sundlof: . 

1 am writing- due to--my- concern with .the Compliance-.Policy Guide -recently issued on 
compqunding medications for ~animals which disal1ows’al.l compounding from b@ 

_’ pharmaceutical‘ingredients. 

The.requirements of. this CG. are .veryprobIematic, andacomment -pe$od-was not-allowed 
before these were put into effect. This is in violation of the FDA Good Guidance 
Practices. 

‘It is essen& that pharmacists-be-~lowe&fo c‘bmpound for non-fodd producing at&&S 
from bulk drug substa&es; There are nttrrterdus instances where’thc auimal .w&hare 
not survivedwithout assistance from special made medications. These regulations are 
more stringent th;u! what.caqb~made.f& humans and.1 asktiyou+a5e re@er 

8 this action which will put our pets at a great disadvantage. , 

, 

S&&rely, . 

Sharlea M-- Leatherwood,.?.?. 
Pharmacist apd President 
Valley Prescription Serxil-ps; Inc;. 

Cc: Representative-S&m &tves- 
Commissioner Mark McCle’llan 



September 30,2oQ3 

Dr. Stephen Sundiof, Director 
Center for VeterinaryMedicine 
3.S. Food and Drug Administration (HFV-1) 
7500 Standish Pfecs 
Rodwiife, MD 2085 5 

1 am a Compounding Pharmacist v&0 speci&zesin Vi%Tri~ PhNlllaCY AS Such, my. 
~lknt’s owner3 have B&l me that I have saved the live of their @J by nhng 
me&in& that increase compliance f%om thtiir pets drte to pAt&f>c. I‘waEt @- 
continue to save the ani Rut’ s. 

The Compliame Poticy Guide (Cl%), whi& was-issued by 0M; wBs put in find-form. 
without allowing opportunity for comments. This is in violation of FDA Good Guidance 
Practices. Many requirements of this CPG are extremely pro&ma% at& d&eerve a 
comment pied before being put into effect. Pbafmacists, as well as pet-owners and 
veterintians are greatly affected and would have spoken out regarding the he&&& 
Compounding .?h armxists-oontpounding from bulk active pharmaceuticals. 

FDA’S p&j&G;sr: it?- Q&s, CPG p+mtt rznqxxding iiom hulk active pharmaceuticals is 
extretnely problematic. !t is esaxntia! that pharmacists be allow& to compound for non- 
fbodplroducinganim& &on+ii%~-m. h~oneqxxi.f%~Lw~ 
able to compound Diazoxide Suspension for a dog that had zu~ insulixma at an 
affordable price by using buk chemical 89 opposed to avaiiable capsules f& 
compounding- I was able to flavor it suitably for a dog’.s taste to increase compliance and 
to concentrate it properly so that the dog could manage the size ofthe d6se. The pet 
Owners credited me fof.giving them. time with their-pet that they would not.ot.berw& 
have had since he was able to get his medicine and extend his iife. 

I am requesting that thu FDA with&w the Compliance Policy. Guide and reissue it,in 
draft form to allow for pharmacists, veterinarians, and patients to comment on its 
provisions beforeit is in@ement~L 

Virgjnia Wenzel, R.Pb 
4%2 - 

-2 
+L& $+t+L.q /+?a 

Supervi ng Ptiac& 
Royal Compounding Pharmacy 
353 Flatbush Avc?, BioolEJjr;tt F&J?. r rm 

Phone: (7 18) ,783~3 ZQQ 
Fax: (718) 783-1600 

“cc: Mark McClelb, FDA Commissioner; cc: President Bus&; cc: Sen. Schumer; cc; 
Sen. Clinton; cc: Rep, McCarthy; cc: IACP.” 
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T. x0. Dr. Stephen Sundbf, Director 
Cenrer for Veterinary Medicine. 
U.S. hod Hnd Dmg Acbninistration (KFV-1) 
7500 !am!iish Ptirce- 
Roe’&&, MD 20855 

September 30, 2003 

Dear Dr. stmclsof, 

In July 2003, the Center.for Veterinary Med&ine issued a Veterinary Compliance Policy aide (CPG) in 
final form without allowing opportunity for comxnehts, in vioM&~ of FDA Good. Guidance Practices. 
iLIany requirements of this-CPG-deserveacomment period before being put *&o effect. 

FDA’s prohibition in this CPG agk~t cempouuding f?om bulk active pharmaceuticals is extremely 
problematic. It is essential that compounding pharmacists such as myself be allowed ‘to compound.for ‘ROA- 
food producing animals from bulk &ug subs&meesi as-many animals and their owners depend on these 
customized medications to prevent seizures, conno! diabetes and blood pressure, maintain bladder cout& 
and much more. Our compoundi;ng h&oratory contains equipment that canbe used 10 prepare much more ’ 
precise doses in palatable an&or cosmetically appealing dosage forms than can be compounded using 
traditional equipment like a mortar and pestle 

Please w&draw the CPG and reissue it in draft form to al&~ f&r pha~eists, veterinarians, and patients to 
commertt on its provisions beibre it is implemented. Thank you. 

Sincerely, 

Carl E. Shields, R..i?h. 

The Medicine Sho.ppe 
100 Libeq St. 
Clarion, PA 16214 

Phone: 8 z 4-2%93fQ \ 

Fax: 314-225-9329 
E-r&:: 12~m&ieine&ppecom 

CC: Mark McCldSan, W, Ph.&, FDA Commissqer 
Senaror AYleTl specter 
Senator Rick Santorurn 
Representative John Peterson 
Gxtzmacional Academy of Compounding Pbstrmacis& 
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September 29,2003 

Dr. Stephen F. Sundlof, Director 
Center for Veterinary Medicine 
U. S. Food and Drug Administration (WV-I) 
7500 Standish PIace 
Rockville, MD 20855 

Dear Dr. Sundk$ 

It has come to my attention thattbeGYMhasi.ssued-a Compiiance Policy Guide in 
fmd1 form without allowing opportunity fur comments, in violation of FDA Good 
Guidance Practices. Many iequiremen& oft&is CPG are e&r*mely prr&km&ie.& 
deserve a comment period be&c being put into effect. It is essential that phzumacist be 
allowed to compound for non-foodprodn&garrim& fron, bulk d&g suW~s- We, 
have 10 or 12 dogs that we compound Potassium Bromide solutions for to prevent 
seizures. The pets have not responded well to other manufacturers preparations and 
would probably die w-&h out the PotassiumBromide prepared for bulk. There are no 
human preparations to make if from This is just one example of many such cases. 

Please comider withdrawing the CPG and reissue it in dra.8 form to allow for 
pharmacist, veterinarians, and pz&ert& ILQ comment OR its -provisions before it is. 
implemented. l’hank you in advance for ywr consideration. 

cc: Mark McCleHan, FDA Commissioner 
Senator Thad Cochran 
Senator Trent- Lott 
Congressman Gene Taylor 
If+CP 
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or stephen swwfbf, Director, center for. VeterinarianMedicine 
US Food d DIWJ Administralbn (HW-1) 
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Dr. Stephen F. Sund7of, Director 
Center fix Veterinary Medie& 
U.S. Food and Drug Administration (HFV- I) 

Dear Dr. suq 

One of the most essmtid areas of pmsc.~pfion ~0mpounding is- in tht .pra&e.of vatedmy 
medicine. Each day vete~ariaus call on me to successfully prepare a unique and crucial 
przparstion for one of.their p&ems. Many oftheseprcsci+ptionsareE5&avirqG@Jter5q?rovi& 
comfort, reli,ef of seizures, pain contd, hormone therqy, chemotherapy and emotional stability 
that, oniy ia the special dosage f&m&a-I compowrd; wit4 giveatt owner the ability to: 
swcessfbily dose and manage their animal’s condition. We compound only for non-f& animals, 
including birds, ferxts, repti& umines and Hines; Quite simp~, ifI wenxutxa&~ obt&x~zm& 
dispense the bulk Phamtaceuticals that PIE required fat these speciafized medications, I would 
have tom -away 8&90%oftheprescriptioeswritte~bythc~I-T 

The Compliance Policy Guide issued by CVM without atlowing-oppoH&Q fbr eommen& is i?r. 
violation of FDA Good Guidance Practices. Many requirements of this guide wl!Z create ex!reme‘ 
difficulties for veterinary patients and thcre%resureiy -dascYvt.t zomment p~G~&b&re being pu$ 
into effect. It is clear that in order to continue to meet tho special needs d the vetetinary patim t 
and the vetwhrian, bwk phmnm- must be m&&e b-a Bw 
Before such a drastic step as is proposed in the guide is taken, COEE-KHI sense end cowem fcr the 
many animals cwrenMy.being sueeo@w mc&cat&rJm&x&~F~to w&&aw the CPG 
and reissue it in draft form. Yhis will sllovv phannacim, m tednarlans, snd patimts to commt 
beforeitis impiefflertkd;ae~~youb~wKnsta~nm~~~regnXvb~.~~ 
of our patients, 

cc: Mark McClelhn, FDA Comrnbioner 
senator IYmaryc1iRtog, 
Senator Cbrks fkhumer 
Rap. Cacoiyn h4cCarthy 
Rep. Pete King 
IAGR 
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O c tober 1, 2003 

Dr. Stephen Sundlof, Direc tor 
Center for Veterinary Medicine 
U.S. Food and Drug Adminis tration (HFW  1) 
7500 Standish Place 
Rockv ille, MD 20855 

Deaf Dr. Sundlof: 

The U.S. Food and Drug h-hi&mtion, Cenkx for Y&e&try Medicine ~ly .issue&q 
Compliance Poiic y  Guide on compounding for animals  ahat disa llows  al.21 compounding from 
bulk  pharmaceutical ingredients , a s tandard much mxertz3httive t&n FDA's pdieies 
go~et-ning sompounding for human p&en&. 

CVM issued this  compliance pobcy gurde (CPG) in final form whh5u1 allowing 5pp5rttity for 
comments, in v iolationof FDA Good G tridance Practias.. Marry requirements of this  CFG &re 
extremely probhzmatic and deserve a comment period tifore being put into effec t. 

FDA’s  prohibition in this  CPG agains t compounding &on bulk  active pharmaceuticals is  
extremely problematic. It is  essential thatpharmaeisdsbe &owed to compound fw-non&food: 
producing animals  from bulk  drug substances. At our pharmacy, we compound many different 
medications for cats and dogs from b&k chemicals  to h&p v&i*& oeiiayio~ pmbkm; thyroid 
problems and hyper%ension, jus t to name a few. 

i am ask ing FDA to withdraw the CPG and reissue it in draft form to pharmacis ts , veterinarians, 
and patients  to comment 5~ its  pm.Goas before it is -  in@emented. 

hxrt @ in:, PharmD. 
30100 Tocn Center Dr., W -340 
Laguna Xiguei, CA 92677 
Phone: (949) 642-0106, .EmaiI: Costamesarx@,i lyabckc~ 



September IO,-2803 

-‘Dr. Stephen- Pi Srmdlof, Director 
,Center for Veterinary Medicine 
%J.R Food -and Brug AdGhistratio&HW-3) 
7500 Standish Place 

‘R&vi!&, MD 2@855 

Dear Dr. Stephen P. Sandiof, 

-l-am w~~~~oey~my~~-with‘#ke‘C~~~nce Pdky Guide(CPG) issued 
that threatens my abiiity to compound many products for my veterinary patients. W&f 

‘issued ttris.C-1P‘C;1-in~ai-fmm-wftbaat-~mg~~~n~for comments, in violation of 
FDA Good Guidance Practices. Many requirements of this CPG are extrexueiy problematic 

5mMMeserve a-eornfnelttt q&iod N%re be&g put irlto &feet. 

FDA’s prohibition in this CPG against compounding from buik active 
pbamaceu&a?s is xxtrem~ m-&kmHfir, ‘It is essential that pharmacists be allowed to 
compound ior non-food produciag animals f+om builk drug substances. 

l-want to-ask-FDA to withdraw-the tYG~nd-r&we it in draft form to allow for 
pharmacists, veterinarians, and patients to comment on its provisions before it is 
implemented. 

(251)432-0738 

ke: Rbwk MeCh!llau, F’BA-Eemtnisiener 
cc: Representative Jo Banner 
‘rcf Senattkr Jeff Sessiis 
cc: LSenator Richard Sbelhy 
\reslnternatio~l:Ac~y-ttf Compoim~-Pbnrrmacists 



~-- 301 West Main 
P.O. Box 1229 
Mountah View, 
Arkansas 72560 

Business Phonss: 
*3a, 269.3253 
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Dr. Stephen SumNoT, .Dirrec:ar 
Center for Veterinary Medicine 
U.S. Food and Dmg .Adrninistr&m (HFV-I.1 
7500 Standish Place 
Rockville, MD 2085% 

Dear Dr. Sundlof: 
My name is ~Wlliam 0. Moore and-l am a co.mpoundm,p-phaznacist in Se. 

TX. I am writing to you because of concerns I have with the new Compliawe Policy 
Guide (CPG) recently issued. CVM issued this Comphanee pohey Guide in fur& form- 
without allowing opportunity for comments, in violation of FDA Good Guidance 
Practices. Many requirements of his CPG are extremely problematic and deserve a 
comment period before b&g put- intoo:effect; FDA-‘s prohibirion in this-CPG against. 
compounding from bulk active pharmaceuticals is extremely problematic. It is essential 
that pharmacists be-allowed to compound for nen&od pro&t&g animais from bulk. 
drug substances. 

1 am writing to ask the FDA to withdraw the CPG and rcissuc it in diaA form to\, 
allow for pharmacist+ veterinarians, and patients-to comment on its prov-isians-befo , it 
is implemented. Please take these concerns of mine into consideration. 7 

William 0. Moore R.Ph. 
101 W. SinlonStreek 
Sinton, TX 78387 
EOO-734-24.18 
361-364-5028 (fax) 
www.nxxrrespharmacy~~ 
Presidem (-T” 

MOORES PI-WRMACY 
WOM:lIJlJTl 
CC: Mark McClellan; FDA Commissioner 

Scn. Kay Bailey Hutchinson 
Sal. iohn Gornyn 
Rep. Ruben Hinojosa 
L4CP 
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Dr, Sunqof, 

i am writhg iu express my co,ncemsCumpti~:Pu!icy Guide-(CPG) recently issued hy 
the Center fur Y&xinary AJlediciw. Tb2 CYM issued this CPG in final form without 
aflowing opportunity for comments from veterinary pfactitiofWs OF CompwtndiQ 
pharmacists. This is direct violation of your own FDA Good Guidance RaCtices: 1 
believe that imput from these profe&sibnals is essential to a sendMe and 
comprehensive - y. T 
$& second concern is the FDA’s prohibition in this CPG against compounding from bulk. 
adim pharmacetii,k.. This .pmvisiun is extremeiy ~obleptati.. This CPG would 
effectks~y k!!t seera! million companion animals. As an example, the main chemical ‘, 
used fix winaiy incontitience in canines wo& be m! for use. without this, 
chemkai, miiiiom of dogs wmAd be “pi;t to deep” by ?heir owners. This example is for 
just one chemical. It i$ essentiat th& pharmacisti be Mowed to com?d for non&f& 
producing animals from.buik drug substances. Tne vast majority of veterinary 
compounding is done for companion animals. 

I reques? ?hat you withdraw the CPG and reissue it in draft form to allow pharmacists; 
veterinMzns and palienll (pet owners) to-comment on its proti*ffiions before it is 
inq@nsnt&. !n it’s current form, the CPG would be extremely harmful to veterinar+ns 
and their patients. 

Sincerely, 

YVeyian McAnally, R.Ph 
Red CLakBrug; Inc. 
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Dr Stephen sundlof, Dkctur 
Center for Veterinary Me&he 
US. Food and Drug Administration (h&l) 
7500 standisb Place 
Roctille, MD 2085s 

Dr Sundlof, 

I am concerned with-the Com*me-Policy-Guidance issue&&the CVM-in final form 
without dowing opportunity for comments, in violation of FDA Good Guidance 
Practices. Many- frequiremerrts ofthis.CPGare extremel~.proMematic an&deserue a 
comment period before being put into effect. FDA’s prohibition in this CPG against 
compoundii from bulk active pharmaceuticals is-ex%remely p+lem&?.ic, It-is-essenti 
that pharmacists be allowed to coxnpound for non-food producing animals from bulk drug 
substances. W ithout. eompouncbgi: many: of our pet.condit%s such-as seizure. 
disorders, thyroid diso&rs, diabetic complications, infections, etc can not be treated 
without compoundin&omb substzmce~ 

Thank you for. your consideration it this important matter. 

Mary-Jo Roth R.Ph. 
137 Meadow Hill Drive- 
York, PA 17402 
Fax 717-845~87 
Email  brothmeds 

Cc: Mark-McClellan, FDA Com.missione~x 
Cc: Representative Todd Plaits; Rick Santorum; Arlen Spectoq 
cc: LQCP 



“Mark McClellat& MD 
FDA Commissioner 
%&ville, MD 

‘Dear Dr. McCleJian: 

-FDA’s prohibition in &is.Cl! 3 against- from bulk active pharmaceuticals is 
extremely problematic. It is essential that pharmacists be allowed to compound for non-f&! 

J!?roducing animals iiom bulk Bntg zx4xkmm. ‘I have ‘@atients’dogs, cats and birds- who 
would die without the medicr tion I presently compound for them. 

Please ask the FDA to withd~ aw the CPG and reissue it in drafI form to allow for pharmacists, 
-~veterinafians, and owners of tetsto comment on its provisions~before if is implemented. 

ThmJc you for yobti consideg 

300-N.Gun Barrel Lane 
Gun Band City, TX 75156 
October 2,2UO3 

ice.q.macern forhe Compliance-PoticyOuide the Center for 
:d. The CVM issued this guide in its fnal form without allowing 
vi&tiOn&FDA Good Guidance Practices. Many nquirements of 
fmatic and deserve a comment period hefote being put into effect. 

tion. 



._. ._... --. -.---..- 

Dr. Steven Sundlof. Director 
Center for VetsFinary iW&Wfn+. 
U.S. Food and Drug Administration (HFV-1) 
7500 Standish PIact&. 
Rockvilte. MD 20855 

October 1‘. 2003 

Deai Dr. Sundfof, 

Sdott Popyk, RPh, 6ACP 
* Director 

Health Dimensions. Inc. 
248-489-2573 

cc: Mark McClellan, FDA Commisskner. Sen.. Leuin, Sen, Staberuxq Rep, M&otter 
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MULBERRY PHARMACY INC. 
1009 NORTH CH-UR-Eff- PO box- 7-b-7 

MULBERRY, FL 33e60 

($63) 425-1101 (VOICE) (663) 425-2102 (PAX) 



Dr. Steven Sundiof, Director 
Ceum!tr ,Csr Veterbna-rjT *I#redicim 
3.3. lbod ancl mug.Mmini3tration (3wwI) 

7500 Standish Place 
RoekviiUei MD 20055 

Dear Dr. Sundlyf, 
I am vwy --aboutthe Complimee Pdiay Guide (CPG)-in-&A form -without 

giiving the Qppomlity to comment. This is B. violation of the FDA Good Guidance Practices. I 
believe that there some probiematis ~fixpie i3.Fld~~1ike~~~~fhc~ 

provides) to comment Wore the law goes into effect. 
The FDA’s prohibition in the CPG against compounding from bulk chemical is extmmely 

problematic! It-is-me&& th.&~he&.wed-ti cQmgound.for non -food-producing 
animals ikim bilk chemials,. ! have hundreds of patients that rely on my providon of critical 
medications to sustain their lifk Ex. F&M--~, am&ij+y4@i~ ,M ac 
Canines- pctassium bromide, azathiaprine, mitotsne, piroxicam etc. 

f would kindly request that you withdraw the CPC and’reissuc it in ~fkformt~ &low 
phsnnscists, vetcrin~&ans, and-patients to-comment on its provisions before it is implemented. 

R 

TV* 

Iiy Yo r s, 
7 

b 4 
\ -. 

cbsla Fucarino RPn 
President Car&wood Pharmacy 
Phone 813-961-98798 
Fax- 8 13-%f4798- 
cwm@ampabay.rr.com 



This ia m example of the-letters-1 sent- to- t-he vets md to- the FDA.. 

Thank , 
f i 



Over the years: you havebeen-hind enough to send- me numerou& 
patients to get compounded medications using bulk chemicals. Unfortunatettr 
the FDA is about to severe& Iin& our aWe threat yourpatknt~ It:iaueq 
impOrtZUIt.tO.read the.tiOr~ticm &~QW to help us keep our I-$&t t0 %Rat thfW. 
patients. 1 am asking you to do a few things, but most important&, to write to 
the FDA. We aek-you TV fax--this- letter -ta tkAV&y~u.r Senator& and. 
Xepreeen~tives. All the important numbers are listtd below. Please ask eueq$ 

wzterinarian and staff memberto sm-6 thesame-orsimilar l&zrs: RQ%eed 
numbers1 
Also, if possible* We woti like-for J?QU to-ask you- clients- to-w-rite alsoi I.haVe. 

included all information below and on the following pages. Thank yoqou’re 
your concern and help; Please read-their&r~&& W&w,- 

(2) ‘List your coxxerns with tie guidance. Keep in mind that your letter does not need to 
be very king. Please in&de the f6Flbwiag -st&er#entx. 



4. ?ost 3 sign-in ycxxreception3rea (enclosed); Ask your patientstoM out the form L’ve 
inchided and fax this letter to the FDA Q ~01-827-44ol (number is on the template) 

Dl I mse know that I appr-cl.& -.. b ‘m p “my and all efforts that you make to this end. I appreciate 
all the you have done for me in the past; 1 hopethatby doing this wecan preserve our 
&My to prov+de the best pwisibk3 therapy to cur patients! 

%ank You, 



SEP-30-03 09:54 FROM-Patricia Stow. R Ph 

I 

TO: Dr. Stephen Sundlof, En&or 
Center for Veterinary Medicine 
U.S. Food and.Dnig Ad.mi&tration.(KEV-1) 
7500Stan&shPl~ce 
RockviHe, MD 20855 

September 30, 2003 

Dear Dr. Sundqf, 

In July 2003, the Center for Vetexirtaq Medicine hasissued-a-veterinary Compliance Policy Guide&Zl?G) 
in final form without allowing oppommity for c9menti, in violation of FDA Good Guid,ance Practices. 
Many mpirements QfrhiS CPG deserY~a-cvmr??Gnt~befhre h%ingput i.l?to-9. 

FD-4’s prohibition.in this- CPG against-eompot&irq&mbulk xtive pharmaceuticals-is-extremes 
pmb!ematic. I?. is essential that pharmacists be allowed to compound for non-food producing animals from 
buti drug substances, as many animals zlnnth&o..dep&teperrdnnti-custonzized medications- to sust& 
the arthaYs 1’ 9 e. 

Please withdraw theCPG andreiss&t,in4&& form toallow for pharmacists; veterinariansi and-pa-10 
conunenr on i; prwisims bcfac it is ~qplemented. 

Sincerely, 

Patricia L. Storey, R.Ph. 
Phone: 8 14-337-2509. Fax: 8-14-336-1225 
19487 Easr Cole Rd. l Meadvine, PA 16335 USA 
E-mail: patti@storeyrnarketing-Corn 

CC: Mark McClellan, MD, Ph.D., FDA Commissioner 
Senator Arlen Specter 
Sexmor Rick Santorum 
Representative Philip Bq$& 
Wxmiti&nal Aczdemy. of Coxnpo~Pbarmacists 

I 



The CVM &xzd this Compliance Policy &ide ‘u final‘fotm wit&out-alo- 
oppor&uni!y for commcn?s, in violation of EDA- CioQd ~tidancc Practic+~. Many requircmcn!s of 
this CPG are cxtmndy problematic and deserve a comment period befdre being put in& effti 

The FDA’s prohibition il this CG,Pagainst compoundingfiom bulk active 
pharmaceut&ls is cxtremeiy problematic. h is esssential that pharmacists be aIlbwed ts, 

ccxrqmund for non-food producing tiinds &om bulk &~gsub~@~~e~.- What are we supposed to 
1~11 our customers who get presc.Sptions for their cats or dogs? These are people whose pets are 
-rnemks of their fkmitics. We compound Potassium R~omibe %r &+gs with-seizures, .a&. 
Methimazole ,for cats wit)l- t&&d-&orders, just to. mention a few cases. 

WC are as’king t?? FDA to witbdfaw the CPG and reissue ii in dr& f&n to alO-w:f&r 
p~~is~,vcterinatians,~~~~ntsta-r;om~ntoRits;p~O~siOns bef0reitkiim~bXTXti~. 

Thank you for your tint in mvkxving thismatter. 
0’ Ccmnor Pharmacy fxx. Staff 
Tim O’Connor DC Ph.. 
1113 E; Martfo,rd 
Ponca City, OK 74601 
(580) 7655L30M 

cc: Skverl Sundlof----(3Oi> 82327-4401.. 
FDA C=~mmissioner Mark McClellan, MD Ph.D4301)++3-3 Em 
SeD Nickles---(405) 23 l-494-L 
Sen Inhofe----+18) 7Sl4-5 111 
I&p Lxcas-----(405) 373-1958 
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Ttie FDA’S prohfbitfoh in this CPG agaihst c6mpoun&ng irom  bulk active 
pharmacerjticals is -e;xtremelv IX obiematic. It is essential that gharmacis& be allowed to 
corhfwnd for n6n-fbod producirig aninials from  bulk dwg substances, Nearly all of our ‘. compdunda are cwattcd for wtcnriwy patients using‘bulk chemicals. which rely on our 
experti&+ fo comf+nd tfiem  intd &&rn2ite d&age fwnis &  palatEit) pl;esctiFjtians. 0’ 

veterinarians, and fiatients to comment on its provisfbns before it is knplemented. fhank 
‘ ., ,i 

you f6r Your time. 
’ ’ “.i-[:.:: ’ k,\” ‘-,,* ., :I”;,., 

Compounding Pharmacist/Owner 

CC Mark McClellan, FDA Commissioner 
S m m tnr Edm+rd Kennedy 
Senator John Kerry 
Representz$ive Barney Frank 
International Academy of Compounding Phtirmacists 
American doliege of Veteririary Pharmacists 

‘, 

“,. . ’ 
i “-,.:)b, 

..;i. 

458 Dartmouth Street, New Bedfir- h2 02740 
Phone (508) 996-3778 - Fux (508) 996-3779 

Toll FFad: I-888-RYQRW - Toll FTQQ FUC 1-688-584-6337 



Eal A. Knnard, R.Ph. 
Compounding phumthst (FL Lic.#.W73) 
7654 cove TclTaca 
Samsota, FL. 34231 
Phone: 94 I-922-3428g-r) 94 i -366-088~ 94 l -356-4~Fb) 
e-mail: md I qUmit&txinrr con1 
cc: Mark McGkllan, FDA Commissioner 
CC:SenatorBObGrb 
cc: Senator Bill Nelson 
ec: Represcntalive iGltbtristeHacria. 
cc IACP 

2075 Sksta Drive I Sarasota, FL 34239 
T,I! ~*=.a rm’bfbr A7*.3k~.7 I Phmw IQ411 3ti-f2SaQ 1 Fax (941) 3684Q77 



Dr. Stepbcn F. Sundlof, Director, 
Center for Veterinary Medicine 
U.S. Food and Drug .4dministration (HEV- 1) 
7500 Standish Place 
Rockvi-He. MD; 20845 

Dear Dr. Sundlof: 

My name is .lay Swick and I’m a compounding pharmacist in Sarasota, FL. I am very 
concerned about my ability to. usebulk drug substances~to compound unique medication 
formulas and delivery methods that are critical to the well being of my customers and 
their pets. Without b& drug substances to prepare h very customized treatments for 
these animal patients, many pets will be subject to undue suffering with detrimental 
effects to their he&h as w& as to the he&h of the owners who Iove and cherish them. 
Many times a pet is the “sigoificant other” in-some person’s life. 

I feel CVM issued this Compiiance Policy Guide in finaI form without aIiowing 
opportunity for comments, in violation of FDA Good Guidance Practices. ?vfany 
requirements of this CPG are ext.remeIy problematic and deserve a comment peri& 
before being put into effect. i also feel the FDA’s prohibition in this CPG against 
compound& from bulk act& pharmaceuticals is extremely probIema.tie. lt is -tiaI 
that pharmacists be allowed to compxxf for non-food pmd&ng.animals from bulk drug. 
substances. 

I would ask the FDA to withdraw the CPG and reissue it in draft form to ailow for 
pharmacists, veterinarians, andpatients to comment onitsprovisions before it is 
implemented. We need a working community standard that patients, professionals, and 
administrations can implement that is not detrimentaf to the patient and improved 
effkacy for all involved. 

mg pharmacist (FL Lic#I 2739, IN tic $12560) 
7661 Cove Terrace 
Sarasota, FL. 34233 
Phor~: 941-925-766 1 (H) 94 I-3-66088O(w)94i -321-900l(Celi)941-9247626(Fax) 

cc: Mark McClellan, FDA Commissioner 
cc: Senator Bob Graham 
cc: Senator Bi!l Nelson 
cc: Representative Katherine Harris 
cc:IACP 



r, wu1 

Dr. Stephen Sundlof, Director 
Center for Veterinary Medicine 
U.S. Food and Drug-Administration (HFV-?)I, 
7500 Standish Place 
Rockville MD 20355 

Dear Dr. Sundpf: 
I would like to voice my dis,pleasure-that-C&4 issued-the Compliance, 

Policy Guide in final form without allowir?g opportunity for comments. FDA’s 
prohibition in this CPG against compowndfng from bulk cRemicafs lacks common 
sense. Dogs, cats, and other domestic pets have benefited greatly by 
compounding pharmacists preparing ct~sto~ medi‘cations. Their quality of life, 
has been enhanced, owners have been pleased, and-no. harm-has come from& 
It is hard to imagine that we prepare many compounded prescriptions for our 
human patients, including bormones, where p.atients have-enjoyed life like new- 
before, and the CPG would forbid us from helping non-food producing animals. L 
fail to see a-negative-side to this, especi&y in-ltiht-&the fact that-many 
manufacturers have discontinued making medications because they are not able 
to make enough money -at it; \,YM~?uIP can m&a those same formu* that have 
worked wel! for veterinarians. 

Please wifhd?aw the CPG and peissue it in draft fdrm to allow for 
pharmacists, veterinarians, and patients to comment on.its.provisions before it is 
implemented. 

Sincerely, 

cc. Mark McClellan MD, 
Senator Tom Hark& 
Senator Charles Grassley 
Representative Steve !6g 

,, --.-_. ---. __ SO0 NmLh 2nd Stwct, St-ice 2 * Chwokee Iowa 5.701~ ._____. ----- . _-. ,.I .._- I . c--e..- .---.. ,/ . ----. . -- -.-- , .__ 
1712) 225-612’1 - (8c)o) 397~6921 . fax; [7 121 2253702 l zmail: vallcyph@ncn,nct 



Dr. Stephen Sundlof, Director 
Center for Veterinary Medicine 
U.S. Food and Drug Administration (HFV- 1) 
7500 Standish Place 
Rockville, MD 20855 

Den Sir: 

I am writing concerning the implementation of the compliance -pdicy. @de in-the final farm, whic4, 
regulates the compounding from bulk drug substances for veterinary use. 
The iack of input and comments on the CPG t%omconccmedparties-isin violation-of the FDA Good. 
Guidance Practices, and I am askmg for you to reverse this decision and allow comment. 

The CVM issued the Compliance Policy. Guide (CPG).in final formwithout allowing-opportunity for 
comments, in violation of FDA Good Guidance Practices. Many requirements of this CPG are 
extremely problematic and deserve-a comment periokbeforebeing-put in@efY&. 

The FDA’s prohibition in this CPG against compouuding from bulk active pharmaceuticals is 
extremely problematic. It is essential that pharmacistabeallowed to. wmpound.for.non-foodood 
producing ammals from bulk drug substances. 

We have several veterinarians-whoorder prescriptions for.non-food producing animals that we 
compound from bulk &ug substances. These include, but are not limited to, urinary products, seizure 
products, blood pressure pmducts,.and autibiotic.pmducts. 

I am asking that the FDA withdraw the CPG and reissue it in draft form to allow for pharmacists, 
veterinarians, and -patients to comment on its-provrsions-before it is implementeh 

Thank You, 

Eric 2% Bandy, RPh 
Phone 618-548-4090 
Fax 518-548-3 
E-Mail tricban 

cc: Mark McClellan, FDA CMner 
cc: Senator Peter Fitzgerald 
cc: Senator R&bard Durbin- 
cc: Representative John Shimkus 
cc: IACP 



~r.gte’phenS~d~Of, fiTStOT 
Center for Veterinary Medicine, 
US. Food and lkug Administ3ation @iF% 1) 
7500 Standish Place 
Rockviiie, MD 20855 

Dear Sir: 

I am wrrting concemmg-the-impIemen#ation of the compliance policy guide m the fiti- f-j W&4 
regulates the cDmpowJding from bulkdrug substanees’for veteruutry use. 
The htck of input and.conunents on the CPG from concerned parties is in violation-of theFDA.Good. 
Guidance Practices, and I am &zing for you to reverse this decision and allow comment. 

The CVM issued the Complianoe Foliey Gui& (CPGJ in fmal form without allowing oppottunrty for 
cmnment.s, in violation of FDA Good Guidance Practices. Many requrrements of this CPG arc 
extremely problematic anddeserve a commentperiod before beingput into cffcct. 

The FDA’s prohibition in this CPG against compounding from bulk active pharmaceuticals is 
extremely problematic. It is essentid~that pharmacistsbe allowed-to compound for- non-food, 
producmg animals from bulk drug substances, 

We have several veterinarians who-order prescriptions for non-food.prc&cing animals that we 
compound from bulk drug substances. These include, but are not hmited to, urinary products, seizure 
products. blood pressure productsi and anttbioticproduc& 

I am asking that the FDA withdraw the CPG and reissue it in draft form to allow for pharmacists, 
veterinarians, and patients to comment on its provisions before it isimplemented. 

Thank You, 

Steven L. Bandy, RPh, 
Phone 6 I g-5484oOc1 
Fax 61&548-3784 
E-Mail baudy@midwest.net 

cc; Mark McCleIlan, FDA Commissioner 
cc: Senator Peter Fitzgerald 
cc: Senator RichardDurbin 
cc: Representative John Shimkus 
cc: JACP 



September 30. %W! 

Dr. Stephen SundIck DirecW 
Center for Veterinary Medicine 
U.S. Food and Drug Adm~nis@atW~l-tF%l) 
7500 Standish Place 
Rockvilte. MD 2t3f$5C 

Dear Sir: 

I and many of the V&erinary Doctors we-compound medic&ii-fw have a- real-problem-with the ~WW 
compliance gwcle CVM issued this compiarxe pdicy guide (CPG) in foal form without alkwing 
comments. Yet $owtng comments is. a violation of FDA.. Good Guidance Ptitices. MEMI~ 
rwu&fgpnfs 4 ‘+:- YFG we extremely problematic and deserve a comment period before betfig pUt 
i-&u effect 

FDA’s prohibittoo or, thts CPG. against compwndi fmm bulk active @~~wWW& has -many, 
problems It is e~switial that pl-errnecists be alowfd lo compound for &n-food prodL%g animals 
from bulk substanr:es 1 have numerous dogs. that we. provide. phenytpropanolamine .~QL 
Ptten~pfQpanQi3rni~r! is no kmger only -e commercially. only in bulk form as wdl as many other 
czhemisais ‘incMfq ( :yciozspQyin 

Please withdraw ths CPG and ~e4ss.w it in dcaft fwm to allow fof pl?a~~&,.veterinari~s; endn~% 
food producl~ anim 4 owners to comment on its provisions before it is implemented. 

cc: Mark McClellan. frCIA CornrrWmner 
Sen. John Cornyp - Texas- 
Sen Kay Bailey h*&hison - Texas 
Rep. Chfis WI -! ?x;is 



Dr. Stephen Sundlof, Director 
Center for VeteriharyMfzdicine 
U.S. Food and Drug Administration (HIT-I) 
7500 Standish E%cc 
Rockvi!le, Ml 20855 

IMynam~isDonD.Bris~wartrfIawa~~tin§irrion;TX;i: 
am writing to you because of concerns I have with the new Compliance Policy Guide 
(CPG) recently issued. CVM issued this Cdmphance Pdlicjr GuidPI in final fi3rm wfth+ 
allowing opportunify for comments&violation of mAGaad &tidance.Practices. Many 
requirements of this CPG are extremeiy problematic and deserve a comment period 
before being put into effect. FDA’sprohibitionin this-CPG against- compounding f&m. 
bulk active pharmaceuticals is extremely problematic. It is essential that pharmacists be 
r?Howed to compo~u& f& ~+zE& pz&r&ganim&&?m b& dr!zgm 

1 am writing-to. ask the FDA to with&w the CPG. an&reissue it in draft fo&to 
allow for pharmacists, veterinarians, and patients to comment on its provisions before it 
is implemented. Please take tkese concerns of mine into consider&en, 

Sintori! TX 75387: 
at?&734-X 1 a 
36 1-364-5028 @ ii-x~ 
www.moorespharmacy.com 
Vice-President 
MOORES PHARhWCY 

DDB:hnm 
cc: Mark McCIell;~, FDA Commissionez 

SC& Kay Bailey Mutch.ins0l-l 
Sm. John cm 
Rep- Ruben Hizojosa 
ucp 

WUJ 



Dr. Stephen %n&,f, Dipeclix 
Center for Vi3ximry Maikine 
U.S. Food and Drug Admin&ation @II 
3500 Standish Place 
Rockville; MB 20&55 

Dear Or. Srcndlof, 
My ?%am& is 3imclarka2?dIam: 

writiig to you because of concarns x h@ 
receutly issued. CVM issued this Cemp’ 
albwing opportunity for c43mments, in I 
rquirements of this CPG arc extrcmeb 
before being put into e%xl. FDA’s pro1 
bulk active pharmaceuticals is cx&emel 
alkmzd to ampound fix nsn-hod pro’ 

Iamwriting?oaTlcthEFDAtW 
allow for pharmacists,.veterinarians~ m 
is implemented. Please take these conce 

cc: Mark McClellan, FDA Commis: 
Sen.. Kay Bailey Hutch&on 
SfzL 3&n comyn 
Rep. Ruben Hinojosa 
TACP 

qxxmdinng pharmacist in Bceville, TX. f.am 
vi&the new ~omphuwa Policy- Guide (CPG.) 
N~c Policy Ude in final form wjthout 
i&bon ofFXr.4 Good flh&hmc Practices~ Ma&y 
iblemBtic and dcseitlc a coxnmcnt period 
iion in this CPG ag&ist compouzx!ing ,&‘om- 
8tablemntie. It is cssentiai that pharrrx&ts be 
ing aTlima f?om bulkdrug subsramcts. 



Dr. Stephen slmdlof, Director 
Center for Veterinarqr Medicine 
U.S. Food and Drug Adminkation (Em 
7500 Standish Place 
Rdwille, MD 2085-5 

Dear Dr. S-.?dbf, 
My mm& is Robert Mocxe and I ding pharmacist in Beeville, TX. f 

am writing to yuu bxuse ofcOz3eerns f Complhnce Policy -Guide 
(CPG} recently issued. CW4 issWd thi3 e PO!+ C.&Aide b ?%a1 form without 
allowing opp4Mmity fir cormnent~, in v JWASieod’4ZGdmceW. b&my 
reqtkments of this CPG ;tre ext atic end de3ewe 2 CQmtntnt period 
b&n: being put into effect. FDA’s ion in this CPG agGmt cerrgiouti* B6m 
bulk activephal-llmcm tic& is extreme blematic. It is essential that pharnkacists be 
aliowed to compound for non-f0 a(- drug .suM2nces. 

I am writing to adc tbe FDA reissrrektiMbrn@ 
allow fbr @ama&s, veterinarians, on it3 prQvisiQns before it 
is impknemted. Please take these co mine into co-. 

Neal Moore R.P. . b 
I Oaf) E Houston 
Bdle 7-X 78102 
800-734-24 17 
361-352-1537 (iia) 
Ilnjrorescitvdiu&kni~riet 
Vice-presidcmt 
MOORES PHARMACY 

Rnm 
CC: Mark McCbllan. FDA Comni~s 

Sen. by E3aiky Hutchinsan. 
Sm. John Comyn 
Rep. Rukn Hhj~sa 
IACP 

/I 
II II II 
ii 
I’ 
!I 



m.%3phen‘~Suncil~; IliFe 
Center for Veterinary Mac 
US.-Food and Drug Adin 
7500 Standish Place 

‘Roikiiie, MD 20855 

Dew Dr: Sundlof, 

I’mwriting in regards-to-U 
~Manual,Sec. 608.400;cc 
&le&ine %sue$ thl6 Carr 
for comments. This acflo 
teqolr8m8r3ts of tttis~*aU 
before being finalized. 

The FDA’s prohibition in t 
prectiiwl and- is unethical, 
would normally be availsi 
non-food-producing-tifrr 

-I ask-thst‘the-FDA withdri 
veterinerians, and patlent 

Rawn Ipsan, PharmD 
Compounding Pharmaci‘ 
Yllalar’s Phermacy 
700 Avenue D 
-Siwfmmisti, WA 98290 
Phone (380) 568~?767 
Fax (36q 586-3626 
E-mail dawnips.en@yah 

I 
o . 

’ ancefur FM.S%ffad Industry, C~npbnce Poiicy Guides 

t 

oundiig of drugs for uw in animais. The Q&r for Veterinary 
4%slcy Glxm~j.i;r final form without allowiRg oppotinity 

in viol&Ion of the FDA Good’Guidance Practices. Many of the 
Gore smemelyw and desenrs. a comment period 

CPG against compounding from bulk active pharmetz&icak ie not 
,-R#?deny-familype~.&m&cat4 
1 

011s atxj treatment ogtions, which 
It is essential that pherrnadsts ba sbwed tg compound for 

1 from-buikdtug substzmcas. 

the Cffi and rdsrwe it-in-draRf~.to &ii for pharmacists, 
3 comment on its provisions before it is implement&. 

cm 

i Commissioner 
i 
tell 
nalee 
Carsen 
ty. of Compounding Pharmacists 



_ _u ..__ _--___- -. __.--... - - --I’--.-~~-..-..-..- 
414 $:W &h-St. .-&ante POD& OR 87526 * ijsa3)-47- 

Octobm !,2003 

Dr. Stephen Sundlof, Director 
Center for-Veterinary Medic& 
U,S, Food and Drug Admirjstration (HFV- 1) 
7500 Standish Pltiee 
bckville, MD 2085 5 

Sir: 

The recent restrictive, arbitrary &.harmll im.ting by:CVh4 ofthe-Compliance Pdicy 
I Guide (CPG) for Veterinary Compounding in final form without allowing opportunity for : 

comments is in vi&ion of FDA-Good Guidance-Pmctiees; Many requirements of this 
CPG are extremely problematic and deserve a comment period before being put into h: 
effect. L 

I! 
FDA:s prohibition in this CPG against compounding from bulk active pbmaceuticais is : 
extre?&l~ oroblematic. It is ~esserxtia1 that pharmacists be a%wed ‘to compound for non- ! 
food producing animals Tom bulk drug substances. l&my, many.of QUK veterin~ 
patients would no longer have vital medications available for their animals if t&is iufe 
goes into effed without proper comment andevalrnrt~nnperiodx 

1 would ask that the FDA withdraw this CPG-and reissue it ir? d&i % rm to allow fir 
pharmacists, ~eterinxims, and patients to comment on its provisions before being 
implemented. 

414 S’vv iP Street - 
Grants Pass, Oregon 97526 
Phone: 54 1-476-4262. 
FAX: 541-474-1443 

CC: Mark McC!eh.n, FDA Commissioner 
Sm. Ron Wyden, Oregon 
Sen. Gordon Smith, &ego-R- , 
Rep. Greg Walden, Qregon ; 
Rep. Peter DeFaziq Oregcm 



(Ictober t 5,X03 

Subject: Veterinary Pharmaceuticai Compounding 

Dear Steven Sundiof,- FDA Director;r 

The Center for VeterinaryMedicine, US.. FDA-~-isslled-a-~mp~ance.P~y-- 
Guide which threatens the pharmacists ability to formulate many medications for 
veterinary patients-(pets); 

CVM issued this CPG in final form without ailo..winqoppadwrity-for.comments; in 
violation of FDA Good Guidance Practices. Many requirements of the CPG are ’ 
extremely problematic and deserve a comment.period-befor~.being.put into‘ 
effect. 

FDA’s prohibition in this.CPG again&compounding-from bulkective 
pharmaceuticals is extremely problematic. It is essential that pharmacists be 
allowed to compound for~nen-food pfodueing-animatsfrom.bdk.~~g substances, 

Please withdraw the CPG and.reissue.it.in-defog-tdaUowfor pharrna&s+ 
veterinarians, and ‘owners of pets who need alternative treatment options to 
comment on itsprovisien&ef~eit-is implemented; 

Respectfullv, 

Melissa Frederick 
Compounding Technician 

October 15,2003 

Subject: Veterinaq Pharmaceutical Compounding 

Dear Steven Sundlof, FDA Director, 

The Center for Veterinary Medicine, U.S. FDA has issued a Compliance Policy 
Guide which threatens the pharmacists ability to formulate-many. medications&r 
veterinary patients (pets). 



FROM : PRO~RTSPHHRM~CY FQX ND. : 3379919844 Oct. 16 &&IA Ws:16PM Pl 

October 15.2003 

Subject: Veterinary f?harmaceuticaKompoun&g- 

Dear Steven Sundfof, FDADiectoc~ 

The Center for Veterinary Medicine, U.S,.FQA.~.issued-a- Compriance-Po~y ! 
Guide which threatens the pharmacists ability to formulate many medications for 
veterinary patients (pets). 
CVM issued this CPG in final form without altowing.opportunityfor-comments, in 
violation of FDA Good Guidance Prectices. Many requirements of the CPG are ’ 
extremely problematicand deserve acomment period-before-being put into~ 
effect. 
FDA’s prohibition in this Cffi. against compoundiifrombulk~~ve. 
pharmaceuticals is extremely problematic. It is essential that pharmacists be 
allowed to compound for non-food~p~oducing animals from butk drug ‘substances: 
Please withdraw the CPG and reissue it indraft-form to allow for pharmacists, 
veterinarians, and owners of pets who need alternative treatment options to 
comment on its provisions-befofe.it is implemented; 

cc: Mark McClellan, M.D. Ph.D.. FDA Cmmtissiomr &3Qt -4433N3Q \ 
cc: IACP at 281-495-0602 

cc: Representative Chris John 
cc Representative Silty Tauzin 
cc: Representative David Vitter- 
cc; Representative Richard Baker 

cc: Senator John Weaw 
CC: Senator Mary Landrieu 



FROM : PFORRTSPHRRMnCY FFIX NO. : 3379919844 Dct. 16 2003 03:17pM P2 

October 15.2003 

Subject: Veterinary Pharmaceutical Compoundiw 

Dear Steven Sundlof, FDADirector, 

The Center for Veteriw.Medicine, U.S. FDA~ba&Wed~a Compliance-Pole 
Guide which threatens the pharmacists ability to formulate many medications for 
veterinary patients @ets). 
CVM issued this CPG in final form without auowing.oppodun~~.fr.commentsi in 
violation of FDA Good Guidance Practices. Many requirements of the CPG are 
extremely problematicand ckserve a ~mmeft~~iod-before-being-put into‘ 
effect. 
FDA’s prohibition in this CPG against-compounding kom buIk.adive. 
pharmaceuticals is extremely problematic. It is essential that pharmacists be 
allowed to compoundfor non-food.producinganimats-from-bulk drug substances. 
Please withdraw the CFG andxeissue-it in.dmft-form& allow for-pharmacists, 
veterinarians, and owners of pets who need alternative treatment options to 
comment on ItsprPvisions-befomit is-impIemente& 

Compounding Technician 

cc: Mark McClellan,.M.D. Ph,D- FDA Commissioner at-301-443-3908.~ 
cc: IACP at 281-495-0602 



TIT : PF’CQRTSPHQRMQCY FfAX NO. : 3379919El44 Oct. 16 2093 03:17Ptl P3 

,’ 
, 

October I&2003 

Subject: Veterinary Pharmacxqticai Cornpoundirrg 

Dear Steven Sundlof, FDA Director, 

The Center for Veterinary Medicine, U.S. FDA has issued a Compliance Policy 
Guide which threatensthe.phanacists--ability-to formulate many medications for 
veterinary patients (pets). 
CVM issued this CPG in final form without allowing opportunity. for. comments, in 
violation of FDA Good Guidance Practices. Many requirements of the CPG are 
extremely problematic and deservea- comment period-before-being put into 
effect. 
FDA’s prohlbition in this. CPG. against.coAlpounding.frwn-bulk-adi-ve 
pharmaceuticals is extremely problematic. It is essential that pharmacists be 
allowed to compound.for nokfo~.p~ucing.a~makfrom-bufk drug substances.. 
Please withdraw the CPG and reissue. it in draft fomrto-allow-for phar~cists, 
veterinarians, and owners of pets who need alternative treatment options to 
comment on itsprovisiwlsbefore-it isimptemented. 

cc; Mark McClellan, M.D.. Ph.D. FDACommissioner at 301-443-340% 
cc: IACP at 281-495-0602 



FPgl : PRMiRTSPHRRMACY FRX Ml : 337991%44 Oct. 16 20133 E33:lBPl-l P4 

October 15,2003 

Subject: Veterinary Pharmaceutical Compounding 

Dear Steven Sundlof, FDA Director, 

The Center for Veterinary Medicine, U.S. FDA hasissued.a.Compliance Pokey , 
Guide which threatens the pharmacists ability to formulate many medications for 
veterinary patients (pets) 

CVM issued this CPG in final form without allowingopportunity for comments, in : 
violation of FDA Good Guidance Practices. Many requirements of the CPG are 
extremely problematic -and deserve a.commentpericxLbeforebeing put into , 
effect. 

FDA’s prohibition in this CPG against compounding-from bulk-active, 
pharmaceuticals is extremely problematic. It is essential that pharmacists be 
allowed to compound for non-food producing .~~~ls-from.~k-drug substances, 

Please withdraw the CPG and reissue it in draft form to allow for pharmacists, 
veterinarians, and owners of pets who need alternative treatment options to ’ 
comment on its provisions before it -is implemented.. 7 w 
Compounding Techni&n 

cc: Mark McClellan; M;D. Ph.D. PDACornmissioner.at.3Q~-443-3?QQ j 
CC: IACP at 281-495-0602 



Y?OM : PF?OR!?T?TSPHRmCY 

October 15,2003 

Subject: Veterinary PharmaceuticaKompounding- 

Dear Steven Sundlof,.FDA Dir-, 

The Center for Veterinary. Medicine, US, ~,‘DA-has-issued-a-Comnpliaance-PsHcg)- 
Guide which threatens the pharmacists ability to formulate many medications for 
veterinary patients (p&s). 

CVM issued this CPG in final form without allowing.opportunity.for comments, in <, 
violation of FDA Good Guidance Practices. Many requirements of the CPG are 
extremely problematic .a& deserve a -comment pe&d 6eforebeing put intu 
effect. 
FDA’s prohibition .in Ihis CPG against compoundingfmm-bulk act&l 
pharmaceuticals is extremely problematic. It is essential that pharmacists be 
allowed to com~nd-fo~nonifood-~ducing~nmts-ftom bulk drug substances. 
Please withdraw the CPG and reisstle it in-draft form-to&~ forpharmacis@ 
veterinarians, and owners of ment options to 
comment on its pravisii- 
Respectfully, 

Mervin Benoit 
Defivery Driver 

cc: Mark McClelian,.M.D,.Ph.D, FDA-Gommissioner-at-301-4t13~3t06 
cc: IACP at 28%4950602. 



FROM : PRC#iRTSPH%N#CY 
Oct. 16 2993 B319PM P6 

October l&2003 

Subject: Veterinary.Phamaceutica~.CompoundiRg 

Dear Steven Sundlof; FDA Dire-, 

The Center for Veterinary.Medicine, US; FDA-has- issue&aComptiance POticy 
Guide which threatens the pharmacists ability to formulate many medications for, 
veterinary patjentb (rjetsb 
CVM issued this CPG in final form  withouta~Q~-oppcsFtunity.for comments, in ,, 
violation of FDA Good Guidance Practices. Many requirements of the CPG are 
extremely problematicand -desenre.a.comment.perisd-before- being put into _. 
effect. 
FDA’s prohibition.in this.CPG-against-cwn~~ing-frum-tnrtk active 
pharmaceuticals is extremely problematic. It is essential that pharmacists be, 
allowed to compoundfor n&Hood-producing animals from bulk drug substan&. 
Please withdraw the CPG-and.reissue.it.in.draftf~-to-aHow-for-ph~~~cists, 
veterinarians, and owners of pets who need alternative treatment options to 
comment on its provisicmsbefore itWmpIemente& 

Kim LaFleur 
Compourlding Technician 

cc: Mark McClellan, M .R- Ph.D, FDACommWoner at-301443~310g 
cc: IACP at 281-495-0602 

cc: Representative Chris John 
cc: Representative -Billy-Tauzin 
cc: Representative David Vitter 
cc: Representative.R~bard-Ba)cerc 

cc: Senator John Breaux 
cc:Sehatbr M&y Lat-driell 

620 Guilkw Rd., ke. A - Lafayxce, L4 X.X06 l Ph. 33i-991-0101 l&$8-235-4737 - Fx,- .33?891Gl551- ., 



FROM : PRO~RTSPHQRMRCY 
FBX NO. : 3379919844 

Oct. 16 2003 OS:2OPM P7 

October 15,2003 

Subject: Veterinav Pharmaceutic&Compoun&g. 

Dear Steven Sun&of, FDA.Dite&x, 

The Center for Veterinary- Medicjne;-U.S. FDA,kas issued-aCompliance IWcy 
Guide whiih threatens the pharmacists ability to formulate many medications for 
veterinary patients-(pets); 
CVM issued this CPG in final form without .allowin$c)pportunity for- comments; irr- : 
violation of FDA Good Guidance Practices. Many requirements of the CPG are 
extremely problematicand-deserve a.comment-period.befoEbeing put into 
effect. 
FDA’s prohibition in this CPG.against compoundii~from-bulkactive 
pharmaceuticals is extremely problematic. It is essential that pharmacists be 
a tlowed to compound&r- non-feed-producing.animak.fi;sm tjulk drug substances. 
Please withdraw the CPG and reissue. it in.dcaft.formto~aliow for pharmacists, 
veterinarians, and owners of pets who need alternative treatment options to 
comment on its provisions. before-it is-implemented; 

Leah Alborado, PD. 
Pharmacist 

cc: Mark McCleltan; MD; Ph;D; FDA CommiSsi6ner at 301-443-3100 
cc: IACP at 281-495-0602 

cc: Representative Chris John 
cc: Representative BillyTauzin.- 
cc: Representative David Vitter 
cc: Representative.Riehard-Baketi 

cc: Senator John Breaux 
cc: Senator Mary Landrieu 



FRlJM : PQOFIRTSF’H~RMf=f 
FQX NO. : 3379919844 Oct. 16 2003 @3:2WM I=8 

October IS,2003 

Subject: Veterinary Pharmaceutical-Compounding 

Dear Steven Sundlof, .EDA OirxWo~~ 

The Center for Veterinary-Medicine, US; fDA.has.issue~a‘Compi~nce Fiilicy 
Guide which threatens the pharmacists ability to formulate many medications for 
veterinary patients (pets); 
CVM issued this CPG in final form withoutAllowing oppoFtunity.for-comments, in 
violation of FDA Good Guidance Practices. Many requirements of the CPG are 
extremely problematicand desertrea-esmment.period-t.b~i~ put into 
effect. 
FDA’s prohibitionin this.~~G-~ains~tmpoundingfrom-bu1k‘adiv.e 
pharmaceuticals is extremely problematic. It is essential that pharmacists be 
allowed to compound -fdr norr~foortprodilcing anitialS frbm bulk drug substances. 
Please withdraw the CPG and.reissue.it.in draft.formto tilowfor pharmacists, 
veterinarians, and owners of pets who need alternative treatment options to 
comment on its provisions beforeitis- imptemented; 

__.-- _- -Resge.@ully, 

Randy F a&k 
Compounding Techhitian 

cc: Mark McClellan. M .D..Ph.Q, FDA~ommissioner-at-30?~443-3106 
cc; IACP at 281-495-0602 

cc; Representative Chris John 
cc: Representative-Billy-T~u~in.- 
cc: Representative David Vitter 
cc: Representative Richard Baker 

cc: Senator John Breaux 
cc: Senator Mary Landrieu 



‘-77~ : PRORRTSPHRRMACY 
FRX NO. : 3379919844 Oct. 16 2003 03:21PM P9 

October 15,2003 

Subject: Veterinary Pharmaceutical Compou&k~ 

Dear Steven Sundlof, FDA Director, 

The Center for Veterinary Medicine, U.S. FDA has issued a Compliance Policy 
Guide which threatens the ph~(xists,Etbility.to.formu~e many medications for 
veterinary patients (pets). 

CVM issued this CPG in final form without allowing opportuni@ for comments,. in 
violatjon of FDA Good Guidance Practices. Many requirements of the CPG are 
extremely problematic and deserve a comment.pe~.-how-being -put.~t~ 
effect. 

FDA’s prohibition in Ihis CPG against.compounding from-bulk active I 
pharmaceuticals is extremely problematic. It is essential that pharmacists be 
allowed to compound for non-food producing -animlsfn;rmbulk drug substances, 
Please withdraw the CPG and-reissue it in draft fom, to allow for-pharmactsts; 
veterinarians, and owners of pets who need alternative treatment options to 
comment on its provisions-before ii is-implemented; 

cc: Mark McClellan, M.D..PhXL FDA Commissioner at- 3Ot-443;3M6- 
co: lACP at 281-495-0602 

cc: Representative Chris John 
cc: Representative Billy Tauria 
cc: Representative David Vitter 
cc: Representative RichardB&e~, 

cc: Senator John Breaux 
cc: SenatorMary Land&u 



Oct. 16 2EiQ3 03:22PM f’1B 

October 15,2003 

Subject: Veterinary Pharmaceutical Compoundi@ 

Dear Steven SundlQf,:EDAlk@of, 

The Center for Veterinary- Medicinei US FDA-W%suedz Comptiance POkQ a 
Guide which threatens the pharmacists ability to formulate many medications for 
veterinary patients-(pets).- 
CVM issued this GPG-in final form.vuithoutall~-.oppoFtun~y for comments;-* 
violation of FDA Good Guidance Practices. Many requirements of the CPG are 
extremely probkmatic-and deserve aeomment- period before b&g put into 
effect. 
FDA’s prohibition.in.this CPG against~compoundtng-from bulk-active: 
pharmaceuticals is extremely problematic. It is essential that pharmacists be 
allowed to compound+orno~fouci producing aniinak from bulk drug substanck?s. 
Please withdraw the CPG and reissueit in.dr&.#ormto &ow for pharrnzists. 
veterinarians, and owners of pets who need alternative treatment options to 
comment on ikpmvisions-before it-iss-imptefnef&d; 
Respectfully, 

Mona Bourque 
Receptiorist 

cc: Mark McClellan, M.D. Ph.D;- FDACommissioner at301~44J-3Mo 
cc: IACP at 281-49.!%OUE 

cc: Representative Chris John 
cc: Representative BitlyTauzin 
cc: Representative David Vitter 
cc: Representative f&hard-Bak+ 

cc: Senator John Breaux 
ccXW&or IWry Candrieu 

620 &ilhew Rd., Str. A - Lafayertc, LA 70506 - Ph. 337.991~0101 1&&237~473?. l Fx. 337z991:ct)M 



FROM : PROQRTSPH~RM~CY FFIX NO. : 3379919844 Oct. 16 20O3 03:22pM Pll 

October 15,2003 

Subject: Veterinary PharmaceuticaLCompound& 

Dear Steven Sundlof, FDA Director, 

The Center for Veterinary Medicine, U.S. FDA has issued a Compliance Policy 
Guide which threatens-the.phzrnnacists-abil~-to-f~~ule‘te-ma~medications-~, 
veterinary patients (pets). 
CVM issued this CPG infinal form without allowing.oppoduni~.for.co~ents, in.,, 
violation of FDA Good Guidance Practices. Many requirements of the CPG are ’ 
extremely problematic. anddese~e -a-comment period before-being put into 
effect. 
FDA’s prohibition in this CPG.againstcompounding-from-~lk-act~ 
pharmaceuticals is extremely problematic. It is essential that pharmacists be 
allowed to cornpou~~-non-food-proelucing.animals-from~bo~ drug substances. 
Please withdraw the CPG andmissue it-in draft form-to-aNow for pharmacists, 
veterinarians, and owners of pets who need alternative treatment options to 
comment on its prauisions-before it is implefnented: 

Respec ully, 

d 
-d-&y- 

John Breaux 
Delivery Driver 

cc: Mark McClellan, MD. PhR..FfXCommissione~ at 3014434 OQ.,\ 
cc: IACP at 2814354602 

cc: Representative Chris John cc; Senator John Breaux 
cc: Representative Billy Jauzin- 
cc: Representative David Vitter 

cc: SertatorhnaFy Land&u 

cc: Representative.RichardBaker I 
620 Chilbeau Rd., SW. A - Lafayette, LA 70506 - Ph. 337-9910101 1.888-2X-4737 - Fx. 337-9914L51 

\ 
Cmtomizd Ihin~ 9 Trandcrmal Gb: * Sated Hormone Kt&cemrtn a Diwontinued Fwmulrtiors * Fain Mdna~enrcta Mcdiiations 

PrcsewahvFree ~hkdicakx~ - ~Subned K&ze Cp~le.c l Lk&&&Ve&&~ns l I$~l;la~&~ SppcialtGs ‘I 

flak %ediwion * Custom Wwkatbn Sohrionc - ;Ll&ated Lollipops - hntal Prcplrartim - Circrinary ,jppeh& 



FROM : PPOFIRTSPHQR~Y FRX NO. : 3379919844 Oct. 16 2003 03:23PM P12 

October 15,2003 

Subject: Veterinary. Pharmaceutical Compoun&q 

Dear Steven SundtQf,.Pf&%.Directq 

The Center for Veterinary.Medicine, US. FDA.kasjssued-aComp~aiance-Pock, 
Guide which threatens the pharmacists ability to formulate many medications for 
veterinary patients @ets). 
CVM issued this CPG in final form without a~iOwiKlg~~pQ~tTity.fW comments, in , 
viotation of FDA Good Guidance Practices. Many requirements of the CPG are 
extremely problematicand deserve-a.comment.periocC-before being put into- 
effect. 
FDA’s prohibition in this CPG.againstcompoundi~-from-bu!k.actti > 
pharmaceuticals is extremely problematic. It is essential that pharmacists be 
allowed to compound-for non-food pm&&gmintal from&utk~drug substances: 
Please withdraw.the.fZ?G.and r&sue-it-i&draft form-to atlow-for pharmacists, 
VeterinarianS, and owners of pets who need alternative treatment options to 
comment on its provisiinsbefore-it-is impternented:- 

Bookkeeper 

cc: Mark McClellan, Ml. Ph.D..E:DACo~r-~.~~-443~31-08 
cc: lACP at 281-495-0602 

cc: Representative Chris John 
cc: Representative BiUy-Tauzin- 
cc: Representative David Vitier 
cc: Rep~sent~~jve.Rich~~~ 

cc: Senator John Breaux 
cc SenatorMary Landri‘eu 



FROM : PRO~RTSPHQRM~CY 
FQX NO. : 3379919044 Oct. 16 20D3 03:24Pll PI3 

October IS,2003 

Subject: Veterinary Pharmacetiical~Compou~ 

Dear Steven Sundlof,.EDA.Di~ 

The Center for Veterinary Medicine,.US.- FDA-ha&sued a-Compliance Policy : 
Guide which threatens the pharmacists ability to formulate many medications for 
veterinary patients (pets). 
CVM issued this CPG in final form without allowing.opportunity for.comments, ir? ~ 
violation of FDA Good Guidance Practices. Many requirements of the CPG are 
extremely problematic. anddeserue -a.comment period+Horebeing .put .into- 
effect. 
FDA’s prohibition in this.Cl?G. against compounding--from bulk active,,, 
pharmaceuticals is extremely problematic. It is essential that pharmacists be 
allowed to compoun&foF nakfood-pr~ucing-animab-~mbutk dirjg substances. 
Please withdraw the.CPG.artdreissw .it in.d~~-form-to-atlowfor-pharmacists, 
veterinarians, and owners of pets who need alternative treatment options to 
comment on its~provisionsbefere-if is imptemfznt& 

fE;&. ’ 

Compounding Technician 

cc: Mark McClellan, MD- Ph.D. FDA GommissioneF at-301 -443-3108 
cc: IACP at 281-495-0602 

cc: Representative Chris John 
cc: Representative XNlfy Tauzin 
cc: Representative David Vitter 
cc: Representative-Richard-E&k* ~ 

cc: Senator John Breaux 
cz-Senatbr M&y Landrieu 



FROM : PRDRRTSW-ilRRM~CY FQX ND. I 3379919844 Oct. 16 20D3 03:24PM P14 

October IS, 2003 

Subject: Veterinary Pharmaceutical Compoundir~~ 

Dear Steven Sundlof, EDA Director;; 

The Center for Veterinary Medicine, U&FDA has-issueda.Gomp~iance-PoHcy: 
Guide which threatens the pharmacists ability to formulate many medications for 

veterinary patients (pets). 
CVM issued this CPG in final form without allowing oppofiunity. for. comments, in:\, 
violation of FDA Good Guidance Practices. Many requirements of the CPG are 
extremely problematic and.dese~~.acomment-pwiiod-~foree-8eing put-into- 
effect. 
FDA’s prohibition in this.CXG againstcompoundiifrom butk adi, 
pharmaceuticals is extremely problematic. It is essential that pharmacists be 
allowed to compound.for non-food producing~nimalsfrom buik diug substances. 
Please withdraw the.CEG.andreissue itWdra6fon-n to-aI)owforpharmacists, 
veterinarians, and owners of pets who need alternative treatment options to 
comment on jts provisiwrs-before-it is-imptementeci. 
Respectfully, 

David Mayer, P,P. 
Pharmacist 

’ 

CC: Mark McClellan, MD. k2h.D FDA.Gommissioner- at-30~+$33?fB 
cc: IACP at 281-495:0602. 

cc: Representative Chris John 
cc: Representative BirCy Tauzin 
cc: Representative David Vitter 
cc: Representative.Richa~~~ 

cc: Senator John Breaux 
cc:-Senatbr M&y Landiieu 



FAX t-40. : :39919844 Oct. 16 2003 03:25PM P15 

October 15,2003 

Subject: Veterinary. Pharmaceutical C;ompoun&g 

Dear Steven Sundlof,.K?A Director; 

The Center for Veterinary. Medicine, US FDA-hasissued a Gompiiance-Policy. :, 
Guide which threatens the pharmacists ability to formulate many medications for 
veterinary patients (p&+ 
CVM issued this CPG in final form without allowing.opportunity.for comments, in ~ 
violation of FDA Good Guidance Practices. Many requirements of the CPG are 
extremely problematicanddeserveacomment-period-before being-put-into- 
effect. 
FDA’s prohibition in this. C~!G.a~R~compoundirrg-from-butk- active- 
pharmaceuticals is extremely problematic. It is essential that pharmzkists be 
allowed to compound.for nsn4oodpm&tcinganha$-from bulk dhJg substances. 
Please withdraw the. CPG- au&reissue it i&raf?foFFn tealtow forpharmacists, 
veterinarians, and owners of pets who need alternative treatment options to 
comment on its provisit%&&fore it-is.imptemented; 

&edn aine Robinson, P.D. 
Pharmacist 

cc: Mark McCleltan, M.D. Ph.D. ~DA.Cornmissione~at-361~443-3t~ 
cc: IACP at 281-495-0602 

cc: Representative Chris John 
cc: Representative. Bflly Tauzin 
cc: Representative David Utter 
cc: Representative Richard Baker \ 

cc: Senator John Breaux 
cc: Senatorfwlaty hdiiizu 



=f?oH : PRoRf?TSPHmlFtCY 
FRX NO. : 3379919844 Oct. 16 2003 03:25pI’l P16 

October lS,2003 

Subject: Veterinary.PharmaceuticaKompoundin& 

Dear Steven SundlofJDADirecW 

The Center for Veten’naryMf&ciie, U-5.. ~DAh~isissued ~dh~?plfarT~e-~Oky--~ 
Guide which threatens the pharmacists ability to formulate many medications for 
veterinary patients (pets); 
CVM issued this CPG in final-form without allowing .opportu&y. for commef%s, in i 
violation of FDA Good Guidance Practices. Many requirements of the CPG are 
extremely problematic anddese~~~commerQeriod-bef~~e beingputinto- \ 
effect. 

FDA’s prohibition in this Cf?G.against compounding-from bufk-active., 
pharmaceuticals is extremely problematic. It is essential that pharmacists be 
allowed to compou~foF.nOkf00d-~ro~cing-aninmfsm birll< d&g substances. 
Please WithdFaw theCPGaadc&sue it-in dfaft-forfR.to-aftBwfor.pfiarrrmcists, 
veterinarians, and owners of pets who need alternative treatment options to 
comment on itsp~~isii-befofeit is imptemented; 

jyyY&)fJ.+j&m,gp 

Mandie Romei, P.D. 
Pharmacist 

cc: Mark McClellan, NR..l?h.R. E~.~mmissiener at-30%443~-3108 
cc: IACP at 281-495-0602. 



FFIX NO. : 3379919844 Oct. 16 2003 03:26PM PI7 

October 15,2003 

Subject: Veterinary. PharmaceuticaJCom~~ 

Dear Steven Sundlof, MIA.D&&Q 

The Center for Veterinary-Medicine, US ~EzA-ha-ifsueda-Compliant-Poem- , 
Guide which threatens the pharmacists ability to formulate many medications for 
veterinary patients&ets); 
CVM issued this CPG -in final form without aJfowing.oppariuni!y for commentsi ~FI. ,, 
violation of FDA Good Guidance Practices. Many requirements of the CPG are 
extremely problematic.anddeserveacommeRt period-J&ore beilzgput-into ii 
effect. 
FDA’s prohibition.in.this.C~G.against.com~~~-fFom-buJk-~ 
pharmaceuticals is extremely problematic. It is essential that pharmacists be 
allowed to compound fog non-food produc&animaJsfrum‘bUlk~diug substances. 
Please withdraw.the WGartdzJssue~it-irrdraft~for~~to aJJowfor pJ~~~~acists, 
veterinarians, and owners of pets who need alternative treatment options to 
comment on its pfovisions-before -it is-imptemente& 
Respectfully, 

Katie Fung 
Receptignist 

cc: Mark McClefJan; .M.L J?h;D-- FDA-Commissions at397~44%3?fB 
cc: JACP at 281-495-0602 



tt?ml : PRDkRTSPHftRMQCY FF\X NO. : 3379919844 Oct. 16 2003 03:13PM P2 

October 15,2003 

Subject: Veterinary Pharmaceutical Compounding 

Dear Steven Sundlof,.EDA Director, 

The Center for Veterinary Medicine, U.S. FDA has issued a Compliance Policy 
Guide which threatensthe pharmacists-ability-to formulate many medications for 
veterinary patients (pets). 
CVM issued this CPG in final form without allowing opportunity for comments, in 
violation of FDA GoodGuidance Practices. Many requirements of the CPG are 
extremely problematic and deserve a comment period before being put into 
effect. 
FDA’s prohibition in this-CPG against compounding from bulk active 
pharmaceuticals is extremely problematic. It is essential that pharmacists be 
allowed to compound for non;food producing.animals. from bulk drug substances. 
Please withdraw.the. CPG.and reissue it in draft form to allow for pharmacists, 
veterinarians, and owners of pats who need alternative treatment options to 
comment on its provisions befare. it .is implemented. 
Respectfully, 

cc: Mark McClellan, M.R..Ph.D. FDA Commissioner at 301-443-3100 
cc: IACP at 281-495-0602 

cc: Representative Chris John cc: Senator John Breaux 
cc: Representative Sitty Tauzin cc: Senator Mary Landrieu 
cc: Representative David Vitter 
cc; Representative Richard Baker 

620 C;uibeau Rd., Ste. A * Lafayette, LA 70306 l Ph. 337-991-0101 l-888-237-4737 - Fs. 337.991fi151 

Customid Dujlng l handrrmrd Gels * Yarural Hormone iicphzmcnr - Diwmrinwd Fwmrthriont - bin b~apmrrlr $fe$gari~r~ 
kiwtwfivdrce hkdiK;ltiCm - .Sumirwd hkaw (kp& * ~ru&~~ ?&&;uion~ - &rmato&td Sp&l& 

Fbvor Specblirarion - Curtom Sehulizxinn Sduriohr - Medicated Lollipops * Dcnrai Prcparatiis * kcrinq Specialrks 



FROM : PROFIRTSPHQRMKY FRX NO. : 3379919844 Oct. 16 2003 83:13PM P3 

October 15,2003 

Subject: Veterinary Pharmaceutical Compounding 

Dear Steven Sundlof,.FDA Director, 

The Center for Veterinary Medicine, U.S. FDA has issued a Compliance Policy 
Guide which threatens the pharmacistsability. to.formulate many medications for 
veterinary patients (pets). 

CVM issued this CPG in final form without allowing opportunity for comments, in 
violation of FDA Good Guidance Practices.. Many requirements of the CPG are 
extremely problematic and deserve a comment period before being put into 
effect. 

FDA’s prohibition in this CPG against comppundingfrom bulk active 
pharmaceuticals is extremely problematic. It is essential that pharmacists be 
allowed to compound for non-food.producing.antmals from b.ulk drug substances. 

Please withdraw the CPG and reiss.ue it in draft form to allow for pharmacists, ’ 
veterinarians, and owners of pets who need alternative treatment options to 
comment on its provisionsbefore it is implemented. 

Respectfully, 

--~eezZ 
Tina Stevens 
Accounting Department‘ 

cc: Mark McClellan, MD. Ph.D..fDA.Commissioner at 301-443-3100 
cc: IACP at 281-495-0602 

cc: Representative Chris John- 
cc: Representative Billy Tauzin 
cc: Represeniative DavidVitter, 
cc: Representative Richard Baker 

cc: Senator John Breaux 
cc: Senator Mary Landrieu 

620 Guilbcau Rd.. Stc. h - Lafayctrc,.Lh 7Q5Ob 6 Ph. 337-Y’)l-OlO~.i-8~~237-4i37 - ET. 337.991XUS1. 



FROM : PROQRTSPHFIRMRCY FBX NO. : 3379919844 Oct. 16 2003 83:14PM P4 

October IS, 2003 

Subject: Veterinary Pharmaceutical Compounding 

Dear Steven Sundlof,.FDA Director, 

The Center for Veterinary Medicine, U.S. FDA has issued a Compliance Policy 
Guide which threatens the pharmacistsabilityto formulatemany medications for 
veterinary patients (pets). 
CVM issued thisCPG.in final.form.with~ut.allowing.opportunity for comments, in , 
violation of FDA Good Guidance Practices. Many requirements of the CPG are 
extremely probbmatic-an&deserve-a cvmmentperiodbefere being put into 
effect. 

FDA’s prohibition inlhis CPG. against compounding from bulk active 
pharmaceuticals is extremely problematic. It is essential that pharmacists be 
allowed to compound-for- non-food.produ&g animalsfrom.bulk.drug substaws. 

Please withdraw the CPG and reissue- it in draft form to allow for pharmacists, ’ 
veterinarians, and owners of pets who need alternative treatment options to 
comment on its provisions before it is .implemente,d. 

Respectfully, , 

Kerry Menaqd 

Professional Arts Pharmacy -. 
lhcripr~on Compodin~ Specialist 



1026 Pennsylvania Ave. l Manaca, Pennsylvania 1506’[ 
(724)775-2225 l FAX(724)775-2282 

Dr. Stephen Sundlof/ Director 
Center for Veterinary Medicine 
US Food and Drug Administration (HFV-1) 
7500 Standish, Place 

Rockville, MD 20855 

Dear Dr. Stephen Sundlofi 

This letter is on behalf of PETE’S APOTHECARY DRUGS AND COMPOUNDMG~ 
STORIES. Regarding the recently i,ssued Compliance Policy Guide on compounding for 
animals disallowing all compounding.from bulk phartnaceuti.cal.i~edients that the U.S. 
Food and Drug Admit&ration Center for Veterinary Medicine has issued. 

The FDA’s prohibition in the CPG against compoundin:: from bulk active, 
pharmaceuticals is extremely problematic in that it is essential that pharmacists be 
allowed to compound for non-food producing.animal-s front bulk-drug substances.. 

We are asking the FDA to please withdraw the CPG and reissue it in draft form. We 
believe this move is possibly a violation of FDA Good Guidance Practice and that many 
of the requirements of this CPG are extremely problematic. We believe our request iu a 
fair one, in that it would.a.Llow pharmacis1.r; veteritiansand.paticnts?hs opportunity to 
comment on its provisions before it is implemented. 

Thank-you for your time and consideration in this matter. 

RespectfXy, 

Petpeos RPh. CCS 
Owner 
Annette 3. Costanza 
Human Resource Direr;tar 
Flyers enclosed 
cc: Mark McClellan,FDA.Commissione~. 
cc: Honorable Jerry LcValle. Senator 
cc: Honorable Mike Veon, State Representative 
cc: Honorable Melissa Hart, Congresswoman 
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Fax: 847-255-7568 
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Dr. Stephen F. Sundlof, Director 
Center for Veterinary Medicine 
U.S. Food and Drug Administration (JIFV-1) 
7 500 Stan&h Place 
Kvckville, MD 20855 

17 October, 2003 

Dear Dr. Sundlof: 

As a pharmacist with a compounding-only pharmacy, I am very distressed with 
the recent CompIiance Policy Guide on compounding-for animals using bulk chemicals. 

First of all, CVM issued this Comphdnce Poticy Guide (CPG) in final form 
without allowing opportunity for comments, in vioJatian.of FDA GoodXIiuidsnee 
I’tactices. Many rcyuiremcnts of the CPG arc extremely problematic and deserve a 
comment period before being put into effect. 

FDA’s prohibition in the CPG against conqxxmdingfrom bulk active 
phitrmaceuticals is extremely probkmatic. Jt is essential that pharmacists be allowed to 
compound for non food-producing animals from bulk drug substances. I have so many 
pet OWIWS thankful that I am here and able to provide them with necessary medications. 
This is cspecialIy true with CatowneTS; sirrcc cat?‘i,are-such.dif~~u~t (and mrmy.t imes 
impossible) animals to pill. Hypcrtbyroiidism is 3 common problem in older cats. 
Methimazole tablets are availaWe, but can’t be used to m&e&e transdermal medieation 
that the owner can rub into the hairless part of the car. ‘This is also true for some 
antibivtics. Diethylstilbestrol is only available as a bulk chemical,‘and‘is excellent for 
incontinent female dogs. 

I am asking you to withdraw the CPG and reissue it in diaft fcrm to alI6w 
pharmacists, veterinarians and.patients to comment onits provisions before it is 
implemented. 

Owner/prescription Alternatives 
Mic555@aoLcom 

cc: Mark McClellan, FDA Commissioner 
cc: Ben Nighthorse Campbell,.ColoFado State Senator 
cc: Wayne Allard, Colorado State Senator 
cc: Mark Udall, District Representative. 



Et&&r k Pbimmacy, Itic. 
When yo’tr: need iz paiai . . . you need H.k 

3500 Fifth Avenue l Pit?.s)xq$, PA 1.5213 
Phone: (412) 48I-6400 l Fax: (412) 681-87?4 

wwwhpharmcy.net~ 

Dr. Stephen Sundolf, Dfmckw 
Center for Veterinary Medicine 
US Food and Drug Adminis’traWn (HN-t) 
7500 Standish Place 
Rockville, MD 208!X? \ 

Our pharmacy provides a valuable function working in eonjunction with our vets. EDA!s 
prohibition in this Compliance Wicy Guide against compounding from bulk @ive 
pharmaceuUcafs is extcem&prob&Wic. It is essential that pharmwistsbe aUowefH0 
compound for non-food producing animals fiwn bulk drug substances. At Heiber’s Pharmacy, we 
have the training and the equipment for tran&rmal gels as well assteW injectables and eye , 
drops. ff wz are den&d ‘oompouncf~~ 8~ pf&, our pets would be the losers. 

The Center for Vetefinav. Medicine issued this CPG in fiti form without aHowing oppotiity for 
comments, in violation of FDA Good Guidance Pmctices Many requirements of this CPG are ’ 
extremely problematic and destwea ammerit period beforebeingw into e 

‘f”r 
. 

Please feel free to give me a call. 

Joe Bettinger 

Regfstered Pharmacist 
Heiber’s Pharmacy 
KA 
cc Mark M&Ian, FDAC~ 

Rick Santorum, R-PA 
Arlen Specter, R-PA 
Melii Hart, R-PA4 
Bill Shuster, R-PA-9 
John Murlha. R-P&l 2 
Mike Doyle. R-PA-14 
Ti$thy Murphy, R-PA-~ 8- 
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300 West I lch Street . WiibstOn. NorLh Dakota 58801 - Telephone (701) 774-3923 - 1-800-735-6954 

October 20,2Q,O3 

Dr. Stephen Sundlof, Director 
Center for Veterinary Medicine 
U.S. Food and Drug Administration (HFV-1) 
7500 Standish Place 
Rockville, MD 20855 

Dear Dr. Sundlofi 

My name is Dave Robinson, R.Ph., I’m- a pharmacist in W illiston, ND. I own and 
operate a pharmacy in my city, where I have a working relationship with one of our local 
veterinary clinics. Pm .writing. to. you. today to. eqmssmy concern regarding a 
Compliance Policy Guide issued by the CVM in final form witbout allowing an 
opportunity for comments; which; is in Gdation of the-FDA GodGuidance-Practices~ 
There are serious issues that will create problems for the many pets WC currently supply 
with life saving medications. 0tr.r inability to use bulk active pharmaceuticals iS 
extremely problematic. We compound -dosage forms. that willbe much less effective if 
we must crush tablets and have tablet excipients interfering with the final product. The 
veterinarians we work witk.mrdersra;nd how we cempound, and thaE die quality of the 
f-mal compound will not be as good if we are no longer allowed to use bulk active 
pharmaceuticals. 

I’m. asking you to withdraw the CPC and reissue it in &&-form to allow forpharmacists,, 
veterinarians, and patients to comment on its provisions befme it is implemented. 

David A. Robinson, R.Ph 
Rx Plus, 1% 
300 W. 1 I* Street 
W illiston, ND 58801 
E-mail: rxnlus(&kvlandnd.net 

cc: Mark McCIellan, FDA Commissioner 
Senator Byron Dorgan 
Senator Kent Conrad 
International Academy of Compounding Pharmacists. 
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Pharmacy: (701) 2.55-1881 
‘Ml Fiee: 1-880-29470~ 

Fax (701) 255-7226 

Dr. Stephen Surtdlof, Dire*- 
Center for Veterinary Medicine 
U.S. Food and Drug Administration$-fFWl) 
7500 Standish Place 
Rockville, MD 20855. 

Dr. Sundlof, 

The CVM recently issued a Compliance-Policy Guide (CPG) regardingthe practkz off-- 
compounding prescriptions from bulk pharmaceutical ingredients. This was done in final form without 
allowing opportunity for public comments. 

Many requirements of this CPG are problematic and deserve a comment period before being 
put into effect The FDA% prohibitioR-in-this-CPGPrgains~compaundingfrom-~wllc~ 
pharmaceuticals would take away our ability to treat non-food producing animals within the treatment 
algorithm presently in ptace; I have on numerous occasiarmreceived-presaiptions for a companion 
animal that must be specially flavored or formulated into a transdermal preparation to assure the 
health and wellness-of that patient t have in-fact-experienced a fewcaseswhere a prescription 
compound has diverted a pet from having to be euthenized because all other treatments have failed. 

Please withdraw the CPG as it is and reissue it in draft form to allow for pharmacists, 
veterinarians, and patients -to comment on its provisions before it -is &q&me&d 

F evin Obedander, R.Ph. 
Compounding PharmacisHJwner 
Dakota Pharmacy 
717 E Main 
Bismarck. ND 58501 
(701) 255-1881, (701) 263226(#ax> 
otisrs@dakotarx.com 

Cc; Mark McCleHan, FDA Commissioner- 
Representative Earl Pomeroy (D-ND) 
Senator Byron Dorgan-(D-ND) 
Senator Kent Conrad (D-ND) 
International Academy Of Compounding-Pharmacists 



Phumacy: (70tf255-m 
ToUPrec: 1-800-290-7028 

Fax: (701).255-7226 

IMPORTANT NOTICE 

The Center for Veterinary Mediciine(GVM) of the WS. Food ano Rrug 
Administration recently issued a Compliance Policy Guide (GPG) that would 
disallow the formulationof customized prescriitions for animals firom bulk 
pharmaceutical ingredients. In a nutshell the CVM is saying that we can grind up 
a tablet and compound a grossly ineffective preparation, but it would be’illegat to1 
use the raw material to make-a mope stable, palatablecompound. f-am-a- 
member of the International Academy of Compounding Pharmacists that is 
implementing a letter writing campaign encouraging~the FDAtoIlvithdraw this 
ridiculous GPG and reissue it in draft form for public review. I have enclosed a 
sample letter and would ask @ r your support. A  ietter shoufd be sent to: 

Dr. Stephen Sundtof, Director 
Center for Veterinary Medicme 
U.S. Food-and D~g+-kimkWratiw (HFV-1) 
7500 Standish Place 
Rockville, MD 29855 

Also fax a complete letter to: 
a) Or Stephen Sundlof- @  ,(301) 827-4401 
b) FDA Commissioner Mark McClellan, MD, PhD @  (301) 4433100 
c) Representatiue Eat-t Pomemy @  (202)~226089% 
d) Senator Byron Dorgan @  (202) 224-l 193 
e) Simator Kent C&fad@ (2+X?) iZZ4-576 
9 Qr.. Michael. CL&lock, Director of AVfvfAGovemment Relations 

Division @  (202) 842-4360 
g) IAGP @  (28%) 495-6602 

Be sure to include the cc: at the bottom of your letter so that Dr. Sundlof is aware 
of who has received letters. I appreciate your help in the-effort to assure that we- 
may continue to treat our clients with the very best we can offer. 

Kevin Oberlander, RPh 



SAMPLE LETTER 

Dr. Stephen Sundlof, Director 
Center for Veterinary Medicine 
U.S. Food and Drug Administration (HFV-1) 
7500 Standish-Place. 
Rockville, MD 20855 

Dr. Sundlof, 

The CVM recently issued aCompliance PoJicy Guide (CPG) regxdingttte, 
ability to prescribe and for our pharmacists to compound prescriptions from bulk 
pharmaceutical ingredients. This was done in fktdfbim wtkhout allowing 
opportunity. for public corn-ts. 

Many requirements-of this CPG are problematic and deserve a commerft 
period before being put into effect. The FDA’s prohibition in this CPG against 
compounding from-bulk-active-pharmaceuticals-would take away-our -ability-to 
treat non-food producing animals with in the treatment algorithm presently in . 
place. I have on numerous occasions needed to prescribea-wmpatnd for adog 
or cat that must be specially flavored or formulated into a transdermal 
preparation to assure-the-health and wellnessthat-patient, 

Please withdraw the CPG as it is and reissue it in draft form to allow for 
pharmacists;- veterinarians, and patients to comment on its provisions -before -it-is. 
implemented. 

Sign letter with name, title, address and contact information- (i.e. phone, fax+. 
email) 

Cc: Mark McClellan,- F-DA Gommissierx 
Representative Earl Pomeroy (D-ND) 
Senator Byron Dorga.n-(D-ND) 
Senator Kent Conrad (D-ND) 
Dr. Michael Chaddock; AVMA-Government J&lam\ 
International Academy Of Compounding Pharmacists 



Dr. Stephen Sundlof; Director 
Center for Veterinary Medicine 
U.S. Food and Drug Administration fHFV~I)- 
7500 Standish Place 
Rocbille, MD 20855 - 
(3011827-4401 / 

Dear Director Sundlof, 
I am writing because of concerns about the-Veterinary CGP issued by the FDA and it’s adverse, 

impact on my pharmacy and the patients 1 serve. 

Please reconsider and withdraw this CPG and reissue it in draft form to allow for a comment period 
to allow pharmaci.stq veterinarians and the owners ofmy patients: 

There are several bulk pharmaceuticals that-l use ta-colllgarand medication for c&s and d&s. ‘Fe. 
restrict this use would have major impact on the lives of these animals. I believe it is essential for ’ 
pharmacy to have access to bulkehemical& when working wit&vetcribarians tu pruvide medications. 
compounded for animals that needthem - especially- our-4-legged family member+ 

Sincerely, 

Michael W. Anneken 
Custom Prescriptions 
1894 Ashwood Cr. 
M. wright, Ky. 41011 
(8591426~5222 
(859)426-4122 fax 

0 rph@one.net 

cc: Mark McClellan, FDA 
cc: Senator Mitch McConnell 
cc: Senator Jim Bunning - 
cc: Representative Ken Lucas 
cc: CP 9 





October 3., 2003 

Dr. Stephen F. Sundlof, Director 
Center for Veterinary M‘edicimz 
U.S. Food and brug~ltdministrat-ion 
7500 StandishPlace 
Rockvilie, MD 20855 

Dr. Sundlof: 

CVM issued this Compliance-Policy Gui& (CPG)in fi~,.form-wi,hout-aHo~g 
opportunity for comments, in vialation of FDA 6ood Guidance Practices. 
Many requirements of the CPG are extremely problematic and deserve a, 
comment period before being put into effect 

FDA’s prohibition in the-CP6 againstconqaunctirtg.from~bulk active.. 
pharmaceuticalsis extremely Droblematic. It is essential that pharmacists 
be allowed to compound for noFfood producing aniinals ftiom bulk drug- 
substances. Do you )iave.a w 

I am asking the FDA to-witMawthe~CPGa&re&sueit in draft form to, 
allow for pharmacies, veterinarians and patients to comment on its provisions 

it- is implemented. before 

Sincerely, 

BR 
4f. &H-j& 

John W. Andrews, RPh. 

Cc: FDA Commissioner, A&ark McCkzf&, Mb,P#+,B, Senutor John Edwar+, 
Senator Elizabeth Dole, Representative Richard Burr and IACP 

Andrews Pharmacy 
S Hswthomo at Magnolia: WinstotvSalem, NC 

27103~49#li23-1679 
3+d 



Dr. Stephen Sundl.of, Director 
Center for Veterinary Medicine 
U.S. Food and Drug Administration (HFV- l)- 
7500 Standish Place 
Rockville, PvID 208% 

Dear Dr. Sundlof, 

I am writing you to express-my concerns over the Center for Veterinary Medicine-issuing 
the Compliance Policy Guide (CPG) in final form without aIlowing for comments. This 
is in violation of-FDA-Good.Guidamz* .Ifeettbatmarry.requirenrents of this- 
CPG will be extremely problematic and deserve a comment period before being put into 
effect. 

FDA’s prohibition in this CPG-ag@nst co.~~~ag-.fiom.bulk-active pharmaceuticals-&, 
extremely probl.ematic. It is csscntial that pharmacists be allowed to compound for non- 
food producing animals-from bulk substancesi- I-could give endless examples of how-this. 
will affect the animals, owners and how vctcrinarians practice medicine. I have 
numerous patients that are on maintenance-drug therapy that is only-available- 
compounded from bulk chemical. It will be devastating to the animal and owner if this 
drug therapy is no longer available. Jn marry of tl%z cases that J&n referring to, the 
compounded drug is the only option fog therapy! 

I urge you to advise tbe FDA to withdraw the CPG and reissue it in draft form to allow 
for pharmacists, veterinarians, andpatients to comment on-i&provisions before it is-. 
impl.emented. 

6x1 R. Gerber, R.Ph. 
3510 N. Ridge Rd.. Suite 900 
Wichita, KS 67205 
Phone: 3 16-721-2626 
Fax: 3 16-72 l-4823 
E-mail: jgcrber@&ustornrx.net 

cc: Mark McClellan, FDA Commissioner 
cc: Senator Sam Brownback 
cc: Representative Todd Tiabr-t 
cc; IACP 



Lake Charles, Louisiana 70601 
337-433-22~.(-800~8~7-77~4-~-F~x 337-436-7217. 
th?tpOU~di~E-Pli&Mirmacists 
Douglas Buudreaaur, PD.- s CM -Dun&$ P-B 

Dr. Stephen Sundlo~ Director. 
Center for Veterinary Medicine 
U.S. Food and Drug Administration. 
7500 Standish Place 
Rockville, Maryland 20855- 

Dear Dr. Sundloff 

I am writing you in ret&nceto-.the recent Compliance Policy Guide-issued-on compounding-for. 
animals. As I’m sure you are aware, this Policy Guide disallows all compounding from bulk pharmaceutical 
ingredients, a standard which is more restrictive than the F.D.:A:‘spolicies governing compounding for humans,. 
and one that, as a small independent compounding pharmacy, will negatively effect our ability to assist the 
small animal Veterinary Clinics in our area. 

CVM issued this Compliance Policy Guide in final form without allowing an opportunity for comments, 
which is in violation of F.D.A. Good Guidance Practices. Many requirements of this Compliance Policy Guide 
are extremely problematic; and deserve a comment period&fore being put into et&t; It is essential- that 
pharmacists be allowed to compound for non-food producing animals from bulk drug substances. 

I am sending you this letter asa form3 request-for the FDA tu w;ttrmawthisComphance Policy Gui& 
and reissue it in draft form, allowing time for pharmacists, veterinarians, and patients to comment on its provisions 
before it is implemented. Your consideration and assistance in this matter would be greatly appreciated.: 

Clint Daniel P.D. 

cc. Dr. Michael Chaddock, A.V.M.A: Government-Relations Win 
Dr. Mark McClellan; F.D.A. Commissioner 
Senator John Breauux (D-La.). 
Senator Mary Landrieu (D-La) 
Representative Chris John @-La 79) 



Lake CIharIes; Ltisi;tna X%01 
337-433-2290 l 800-897-7724 l Fax 337-436-7217 
C~~unrlina-Ph~r~k&. 
Douglas Boudreaux, P. D. l Clint Daniel, P.D. 

TO: ALLVETERINARIANS 

FROM: JOHN- BIiEICH 

‘I-HE F.D. A _ RECENTLY ISSkJEF3 A .~OME%k%NCE PQLICY- GUIDE THAT THRIKATENS 
BOTH YOUR AND OUR ABILITIES TO COMPOUND MANY PRODUCTS FOR VETERINARY 
PATIENTS. MS Ad340 IS A RFQUFx(;?- FOR YOUR ASSISTANCE-~ GETTING THE F-DA. 
TO WITHDRAW THIS COMPLIANCE POLICY GUIDE AND REXSSUE IT INDlt4FT FORM, 
THEEBY ALLOWING US AN OPPORTUNITY TO COMMENT ON THE RAhflFlCATIONS OF 
SUCH >iN ACTION, AS ALLOWED BY THE F.D.A.‘S GOOD GUIDANCE PRA-mCES. 

PLE.ISERALLYTOTHECA~~BY~~~(;A~~~'~~ER-TC%~F.D;A. EXPRJZSSING YOUR 
COMXRNS. WE ARE ATl?AC?IING. A COPY OF THE LETTER WE ARJZ SENDING FOR 
YOUR REVIEW. 

PLE4SE FAX YOUR LETTERTO:-STEPHEN SUNDLOE: @of). t!i~~+itf~ 
FOR ADDITIONAL MPACT, PLEASE CC. THE FOLLOWING 

DR.MKH.WLCHADDOC~DIR OFAVMA'SGOVERNMENTRELATIONSDIWSION (202)842-4360 
DR. MARK MCCLELLAN; F.D.A; COM!M%SSIONER (%I) 443-3100 
SEN:\TTflRJOHNBREAtTX-(D-~)(504) 589-2533. 
SENATORMARYLANDlUEU(D-LA) (504)589-4023 
REPRIZSENTA~ CHRIS JOHN (D-IA 7"i (337)23!5-6072‘ 

IF YOU HAWS ANY QUESTIONS, PIEASE GIVE US ACALL. 



Line Avenue Pharmacy .Inc.. ’ 
1822LincAvenue Sbrevepor~.buisiana 71101 (318) 221-5114 

Dr.’ Stephen Sundlof, Director 
Center for Veterinary Medicine. 
U.S. Food and Drug Administration (HFV-1) 
7500 Standish Place 
Rockville, MD 20855 

October 3,2003 

Dear Dr. Sundlof, 

We are writing you today to express concern about CVM issuing a Compliance Policy Guide 

(CPG) in the tinal form without allowing an opportunity for comments. This is in violation of FDA 

Good Guidance Practices. We feel that there arc some problems in the Compliance Policy that 

deserve comment. We understand that in the ‘CPG for veterinary medicine, FDA is prohibiting 

compounding born bulk chemicals for nmf& -uroducitin at-rim&. This is extremeIy bad for the 

care of the veterinary patients. We-have mauy veterinarians that rely on capable compounding 

pharmacists to help to make products that increase the care of.meir patients. This may be in a 

medication Form or dosage that is not commercially available, a dosage form that is palatdble to the 

animal, or mixing something to be used topically. We do not try to compete with products that are 

available to the veterinary practice. 

We arc asking the -Z;DA to withdraw the CPG and rcisstle it in draft form to allow ftir 

pharmacists, veterinarians; and paticn&. family to- comment on its provisions before it is ’ 

implemented. 

TnM 
Randv Caudle. Owner! Pharmacist- 

Susan Caudle, Owner/ Pharmacist 
scaudle(ircustol~l-~h~nacv.com 

cc: Mark McCIelIan, MD., 1’h.D 
Senator John Breaux 
Senator Mary Landrieau 
Representative Jim McCrery 



I . :> . _’ -; ,; -*.:,. 
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cc: M&k ‘&Cldlan, Fbk ‘&mmlssioner; Sen&r C!l&uies G+$l& Senator Tot% Ha&n; Repre&tative ?& 
:-i ,‘.‘,,,‘,L’ ,, I 

Latham; and lACP (. 
.. ., 



October 4,2003 

Dr. Stephen Sundlof, Director. 
Center for Veterinary Medicine 
U.S. Food and Drug AdministrationjHFV-1) 
3500 Standish Place 
Rockville, MD 20855 

Dear Dr. sundlof, 

As a veterinary compounding .pharmacist in the state of Texas, I feel a great injustice has.. 
been done. When Center for Veterinary Medicine issued the Compliance Policy Guide in 
the final form without. allowing opportunity-for wmrnen ts, this violated the FDA-Good. 
Guidance Practices. Before being put into effect, many of the poorly prepared 
requirements of this GPG deserve a comment period-. 

Fhc FRA’s prohibition, in this CPG, against compounding from bulk active 
pharmaceuticals is extrqnelv~lematic. It is essential thnt plmmwists be allowed to. 
compound for non-food producing animals tirn bulk drug substances. I fear for many of 
the dogs and cats and their owners in my eom.munity t&t benefitfiurn-this form of. 
compounding. These animals will suffer, because no other form of their medications 
exist unless I am allowed tocompound from bulk- drug substances. 

l urge the FDA to withdraw the CPG and reissue it in drafl form to allow for pharmacists, 
veterinarians, and patients-to- ccmrnen~ on its-provisions b&ore it is -implemented. Feel 
free to contact me to discuss this matter more fully. 

Thdc you for your consideration, 

Steven Hoffart, Ifharm&. 
Magnolia Pharmacy, Owner 
18602 FM 1488 Suite 8QQ 
Magnolia, TX 77354 
(28 1) 356-9089 
(281) 356-9659 fax 
magnoliaphannacy@ev1 .net 

cc: Mark McClellan, FDA Commissioner; cc: Senator-John Cornyn;-ec:- Senator Kay 
Baily Hutcbison; cc: Rep- Kevin BFady 



Ohok 6,2003 

-:Dr. Stephen &.ndluf, Director 
Center for Veterinary Medicine 

-ITS Food and DrugA4.&&tiP8tion m-1) 
7500 Standish Place 

‘TCock\k?le; MB 26855 

Dear Dr. Sundlof, 

Recenfly the.l?DA has taken a position on veterinary compounding which would 
potentially i&l%it t&Iegi#k&e practke of pharmacy. Thisposition will directly 
disadvantage companion pet owness throughout the United States. I wish to 
Ieitera te the fblkkng-points. 

(a-) CVM issukd this4Zo mp Ii ancePolicy Guide {CPGj-ti%nal form without 
allowing opport43niQ forcomment s, in violation of FDA Good Guidance 
Practices. Many requirements of this CPG are extremely problematic and deserve 

Gwommmtperiod~~~being.pt into effect. 
(b) FDA’s prohibition in this CPG against compounding from bulk active 

’ pharmaceuticals is extremeivxxobi.. it is essential that pharmacists be 
allowed to compound for non-food producing animals from bulk drug 
substances. 

l 

P81!2-898-S9L:Xej Atlt133HlOdtl NWIH 



‘-Our.~~t~~assistsm;tmlpe-t~~~~specialized 
needs such as sekure preparations for their dogs. 
&ii&faces whentheir-pet is hating a seizure? 

Have you every watched a 

-We Woq$yrequeti the immediate withd%awofCPG and reiSsue a di2ft form for 
evaluation with informed and appropriate comment before implementation. 

,:<A &A, 
Ka-1 Clearwaters, RPh. 

. cc: Mark McClellan; FDA Commissioner 
Senator Richard Lugar 

: Senator Evan Bayh 
-DanBurton 
Representative Chris Chocola 

’ ~Internationai~Academy of CompouSng Pharmacist 

P81C-898-59L:X~j tQJtJ33HlOdtJ lS8ElH 



October 62003 

Dr. Stephen Sunddf, D-V.M.,Ph.D, 
Director Center for Veterinary Medicine 
U.S. Food and Drug AdminrstretkXr [HFV-1) 
7!300 Standish Place 
Rockville, MD 2Q8 

3 
5 

Dear Dr. Sundolf. 

This letter is in response to the recent Center for Velerlnary Medicine (CVM) Compliance Pollcy Guide. 
(CPG) which placed restrictions on the compounding, with bulk substences, of medications for non-food 
producing animals. I am opposed.to the CPG es is slands as it is my opinion that.there are several- 
problems with this new CPG. 

First, the CVM’s issuance of the CPG in its final form violates the Food and Drug AdminIstration’s own, 
Good Guidance Practices, as it did not allow any opportunity for comments. Many of the requirements of 
this CPG are extremely problems&z end deserve a comment period so lhat all parties have en opportunity 
to state their commenta to the FDA’s CVM. 

Second, I must stress that the restrictions against compounding from bulk active lngredlents are \ 
extremely problematic. It is essential that pharmacists be allowed to compound from bulk drug 
substances for non-food producing animals. 

As an example. many of our hyperthyroid felfna patients use toplcat methtmazole. The toplcat dosage 
form we compound is often the only dosage form owners are able ta Qive theirpet and keep in 
compliance with the dosing regimen. Due to the binders and fillers in the FDA approved tablet form of the 
drug we would be unable to compound- a gel In 8 volume that would befeasibleto use. Other drugs. ~ 
avarlable only in capsule or tablet form can also present problems when compounding into a different 
dosage forms. The binders and fillers often precipitate out when making a topical gel or oral SuSpenSbI 
There are volumes of benefits for usrng bulk drugs; too many to mention in this letter. 

Please withdraw the current CPG and reissue it in draft form to allaw pharmacists,. veterinarians, and 
.patients to comment on its provisions before it is implemented. Should you have any queslions or ~ 
comments please feel free to contact me. 

Douglas R. Yoch, Pherm.0. 
Stanley Apothecary, Inc. 
3330. Monroe Road 
Charlotte, NC 28295 

704-370-6612 
704-376-6666 fa% 
dryoch@hotmail.com 

Douglas R. Yoch. PharmD. 
Stanley Apothecery. Inc. 

cc: Dr Mark McClellan, M.D., Ph.D.. FDA Commissioner 
Senator Elizabeth Dole 
Senator John Edwards 
Representative Robin Hayes 
Representative Sue Myrick 
Representative Melvin Watt 
International Academy af Compoundlng Pharmacists 

3330 Monroe Road l Charlotte, NC 28205 l 704/370-6612 l Fax 704/375-5888 



October 6; 2003 

rDr. Stephea‘ F: stl&lof; DZreeter 
Center for Veterinary Medicine 

QJS; Food aad Drug- Adm~~%tratiou(HFV~l) 
$7500 Standish Place 
‘93o&viile; MD’ 20855 

Dear Dr. Stephen F. Sundlof, 

‘13 am writing to cenvey my concerns with the Compliance Policy Guide(CPG) issued 
t that threatens my pharmacists ability to compound many products for veterinary patients, 
‘+XM issued #his CPG ‘kt finaf .form wirlthout ahowing opportunity for comments, in 
; violation of FDA Good Guidance Practices. Many requirements of this CPG are extremely 
“problematia atid deserve aeomment peiidd‘before being put -into effect. 

\ FDA’s prohibition in this CPG against compounding from bulk active 
’ pharmaceuticals is extremely problematic. It is essential- that pharmacists be ahowed to 

compound for non-food producing animals from bulk drug substances. 

I1 want to ask FDA to withdraw the CPG add reissueit in draft form’ to allow for 
armacists, veterinarians, and patients to comment on its provisions before it is 

‘%rby Wit&; Pharmacy- Technician 
Heritage Pharmacy 
‘1507 Springhill Avenue 
Mobile, AL 36604 
(L&1)432-0718 

cc: Mark McClellan, FDA Commisioner 
tc5Representative Jo Dormer 
cc: Senator Jeff Sessions 
‘cc:- Senator Richardghelby 
cc: International Academy of Compounding Pharmacists 



OCT. 8.2003 

DR. STEPHEN SUNDLOF, DIRECTOR 

CENTER FOR VETERINARY MEDICINE 

U.S. FOOD AND DRUG. 

DEAR SIR: 

I AM A COMPOUNDING VETERINARY PHARMACtST IN THE EQUINE BUSINESS ONLY WE Do- 
NOT COMPOUND FOR FOOD GRADE ANIMALSYOUR AGENCY HAS SEVERAL ISSUES AT 
HAND THAT ARE VERY DETRIMENTAL-TO MY PRACTICETHEY ARE AS FOLLOW-. 

l- CVM ISSUED THE COMPLIANCE POLICY GUIDE ( CPG ) IN FINAL FORM WrrHCXJT 
ALLOWING OPPORTUNIM FOR COMMENTS, IN VIOlATlON OF FDA- GOOD GUtDANCE. 
PRACTtCES. MANY REQUIREMENTS OF THIS CPG ARE fXTREMELY PROBLEMATIC 
AND DESERVE A COMMENT PERIOD BEFORE-BEtNGw lNT0 EFFECT. 

2- FDA’S PROHlBlTlON IN THIS CPG AGAINST COMPOUNDING FROM BULK ACTIVE 
PHARMACEUTICALS iS EXT MEL-Y PROEkEhmATIC IT tS ESSENTIAL THAT.. 
PHARMACIST BE ALLOWED T::OMPOUND FOR NON-FOOD PRODUCING ANIMALS 
FROM BULK DRUGSUBSTANCES. 

I WOULD LIKE TO ASK THE FDA TO WITHDRAW THE CPG AND REISSUE IT IN DRAFT FORM 
TO ALLOW PHARMACJST, VETERINARIANS: AND- PATIENTS TO COMMENT ON- TS 
PROVlSfONS BEFORE IT IS IMPLEMENTED 

SINCERyY. 

JOHN W. DEMARS. RPH 
PO BOX 404.. 
ST MAlTHEWS, S.C 29135 
803-655-5770 FAX~803-655-5x71 

Cc: MARK MCCLELLEN 
FDA CUMMISSJONER 

SEN. ERNEST F HOLLINGS 
SEN. LINDSAY GRAH.+M 
REP. JOE WlLSON 
REP. JAMES CLYBURK 
IACP 



1960 South 16th Street. Suite Two l Wilminaton. NC 28401 

PHARMACY 
I 

(910) 763-1896 l FAX (910)‘763-i$ 

OF WllMINQTO’N. INC. 

Dr. Stephen Sundlof, Director 
Center for Veterinary Medicine 
U.S. Food and Drug Administration (HFV-1) 
7500 Standish place 
RockviNe, MD 20855 

Dear Or. Sundlof: 

It has come to my attention that the Center for Veterlnary Medicine recently released a final 
Compliance Policy Guide on customized pharmaceutical drug compoqndlng for arilmaU that disallows 
all compounding from bulk pharmaceutical Ingredients. The CVM issued this ~ompll~nce.Yolic)i G&e“ 
in final form without altowing the opportunity for comments, in-violation of the FDA t3qod Gul+tqnce 
Practices. Many of the CPG requirements are problematic for those of us that ere .trying, to provide 
necessary pharmacfzutlcal .cara for: the best interest of our -animal patients.- -We deqerve a’ comme,nt 
period before it is put into effect. 

It Is very important for veterinarians and compounding pharmacjsls to be allowed to compound 
customiid medications from bulk actiie pharmaceuticals for non-food oroducincr animals when, in our 
,best professional opinion, thsse products ,@I provide the best therapy for the animal. We d8iiy provide 
customized medications (various- dosage forms. .customized dos&$e -strengths; customi@ flavors,\ 
etc.) for many medical conditions (thyrold, cancer, seizures, anti’bioticq, cardiac, gastrointestinal, etc) 
and this policy will be extrem& DFoMematic. 

I woukt like to ask vou to withdraw the CPG and reissue It In draft form to allow om8cists, 
veterinrlrisns, and Ratients to comment art its ~rovisions’before it is imolemented. t may be reached at 
my e-mail of henf~~~ring~medicelcenterpnannecyrx.com _ 

Sincerely, 

Henry l-t. Herring. RI%. 

CC: Mark McfZleltan, MD, Ph.D., FDA Cbmr&ioner 
Senator John Edwards (North Carolitia) ’ 
Senator Elizabeth Dole -(North Carolina) 
Representative Michael McIntyre (North Carolina) 

tinternational Academy of Compounding Pharmacists 



YE3 e Professional Q 
Prescription 
Compounding Center 

‘ke MED-SHOP 

Dr. Stephen F. Sundlof, Director 
Center for Veterinary Medicine . 
US. Food and Drug Administration (HFV-1) 
7500 Standish Place- 
&ckville, MD 20855 

Dear Dr. Sundlof: 

As 8 compounding pharmacy many of our prescriptions are for pets. The policy 
guide not allowing use of bulk. chemicals in the preparation of. these prescriptions 
will impose many problems for the pet owners. On behaif of many of our patients 
please withdraw this poticy guide that prohibits the use of bulk chemicals~in 
prescription compounding. It is very difficult to explain why we can legally 
compound for a customers child but not their pet?- 

Thank you, 

Pat Downing, RPh, IACP 
Med-Shop Total Care 
470 E. Loop 281. - 
Longview. TX 75605 
903-234-00 0 

f 903-234-10 2 

cc: 
Mark McCMan. MD, Ph 0. 
FDA Commissioner 
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Professional QD 
Prescription 
Compounding Center 

Kay Balbey Hutchison 
10440 N. Central Expressway, Ml60 
Dallas, TX 75231 
Phone: (214) 361-3500 
Fax: (214) 361-35?2 

John Comyn 
22j W. @ St., Ste 1240 
Austin, TX 78701 
Phone: (512) 4698034 
Fax: (512) 460-6020 

Max Sandlin 
1300 E. Pinecrest Dr,, Ste..700 
Marshall, TX 75670 
Phone: (803) 938-6388, 
Fax: (003) 836-5772 

Ralph Hal) 
104 N. San J&no 

‘e Rockwall,TX750 7 
Phone: (972) 77 1-9x1 a 
Fax: (972) 772-0907 

International Academy of Compounding Phermaci$ts~(lACP) 
PO Box 1365 
Sugarland, TX 77487 
Phone: (800) .9274227 
Fax: (281) 4950602 - 

Texas Pharmecy Associitjon 
PO Box 14709 
Austin, TX 767614708, 
Phone: (800) 505-5463 
Fax: (512) 636-QOEI 

470 E Loob 281 6 Lonaview. TX 75605 + 903-234-0080 l 800-667-6762 + fax 90%234-1062 



October 8,2003 
IACP: 
Re: copy of letter sent to FDA; CVM, President Bush, CO state senators-and- 
representative 

The CVM has issued the Compliance Policy Guide (CPG) in its final-form without 
allowing opportunity for comments from pharmacists, veterinarians im,d patients. This is 
in violation of the FDA Good Guidance Practices. -Many- of the requirements of this Cffi 
are extremely problematic and deserve a comment period before being put into effect. 
The FDA has prohibited ph.armacists from compounding veterinary prescriptions from 
bulk active pharmaceuticals, the same pharmaceut-ieals that are acceptable for-human use.- 
It is essential that pharmacists be allowed to compound for noafood producing animals 
from bulk chemicals. Pharmacists use only USP and NF quaiity products and go to the 
utmost extreme to ensure tbs quality of the products they compound. The communities 
rely on independent pharmacies to carry out this function. The insurance companies, 
manufactwexs, and chains have done well to put the independent out of business with 
poor reimbursement contracts, outrageous chug costs, and deep discounting below cost of 
goods. The independent pharmacy relies on-the income &om veterinary compoumling to \ 
remain in business. Not only is the independent fulfilling a need in the community (which 
neither chains nor manufacturers want to fill, dtii to time-consuming efforts and short 
stability of the compounded products), but each is giving quality care to every individual 
patient. The pharmacist collaborates with the veterinarian to ensure the correct drug 
product is dispensed at the correct dose-. He-is ezmuing truephannaeeutical care as it 
shouJd be practiced. The independent is the person with a pager who remms calls at ali 
hours of the night for parents of-sick child~n, the elderly or home-bound patient. He is 
the one to deliver medications at patients homes in time of need. The pharmacist is the 
first contact between the community and physicians. Patients have relied heavily on the 
pharmacist’s knowledge and expcrtiseto guide them and seek- appropriate care. 
Compounding is the right of all pharmacists. This CPG is denying pharmacists their right 
to compound prescriptions and vetexinarians their-right to-prescribe for their patients 
accordingly. 

Please ask the FDA to withdraw the CPG and reissue it in dr& form to allow for 
pharmacists, veterinarians-and patients to comment on its provisions-before it is 
implemenled. 
Thank you. 
Sincerely, 
Robin A. Hyman, PharmD. 

Cc: Stephen Sundlof-CVM; ?viark McClell&, FDA Commissioner; President Bush; 
Senator Campbell-CQ- Senator Alhud-CO; Representative Beauprez-CO. 


